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THE HARTZ MOUNTAIN CORPORATION. 400 PLAZA {3 B NEW JEASEY 670494-2608 « 20937 1-4000

November 22, 2011

Document Processing Desk

Office of Pesticide Programs (7504F)
US Environmental Protection Agency
Room $-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attention.  Mr. Richard Gebken (PM # 10) S50

RE: HARTZ REF #128, EPA Reg. No. 2596-RAG - {/,
HARTZ REF #129, EPA Reg. No. 2596-RAU -/ £
HARTZ REF #130, EPA Reg. No. 2596-RAL- { (

o
HARTZ REF #131, EPA Reg. No. 2596-RAl~ / & g
SUBMISSION QF REVISED DATA MATRICES

Dear Mr. Gebken:

The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094-3688 is
submitting revised Data Matrices for the above listed products. These revisions
incorporate ait comments provided in the DER’s compieted in late July and early
August of 2011. Requested changes to MRID's are reflected here.

The Agency will now be able to conciude their reviews and assign the proper
label text categorizations for the products. Additionally, MRID numbers have
been included for all Product Chemistry citations made on behalf of these 4

registrations

If you have any questions or need any additional information, please feel free to
call me at (201) 2714800, ext. 7202 or mailto:rrosenwasser@hartz.com.

Sincerely yours,

y

Rg#ert Rosenwasser
Regulatory Affairs Agent



Farm dpprovad OME No. 0705080

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 8.W.
WASHINGTON, D.C. 20460

Paparwork Reduction Act Notice: The pubiic reporting burden for this collection of information is astimated to average 0.25 hours per resprnze for registration activities and 0.26
hotrs par responsg for raregistration and speciat review activities, including time for reading the instruction end completing the forms. Send comments ragarding the
burden estimale or any other aspect of this collection of information, ncluding suggestions for reducing the burden te Director: QPPE Infosmation Management Dlvision 2137) U.S,
Environmental Protaction Agency, 401 M Street, S\W._, Washingfon, DC 20460. Do not send the form to this address,

DATA MATRIX
 Dafe  Movember 22, 2071 EPA Reg. No./Fiie Symbof 2586-RAA | Page10f 2
Applicani's/Reglstrant's Name & Address: Harlz Mountaln Corporation, 400 Plaza Or,, Product
Secaucus, NJ 07084 Harlz Reference #1314
ingredient Fipronil/{S}-tethoprene
Guidgiine Referente Number | Guideline Study Namg ' MRID Numnber Submitter o Status Note
830.15580 Froduct idantification and composifion 48370002 Hariz e
830-1600 Beginning matenals 43378002 Hariz Own
830-1650 Description of formuistion process 48373002 Hartz Own
830-1670 Farmatian of impurities 48379002 Hartz Own
830-1750 Certified iinits v Hertz Own
830-1800 Enforcement analytical method 48378003 Hartz Owm
§30-6302 Color 48376001 Hartz . Own Seit-cartifcation
830-8303 Physical state 48378001 Hartz - Owm
830-6304 Odor 48370001 Hartz Cwn Self-coriification
8306314 Onidation/Reduction Waiver Hartz Cramn Seif-cartification
8306315 Flammabiity 483792001 Hariz Oum Self-certification
830-6318 Explodablity Waiver End use product is not potentinlly explosive.
830-6317 Storage stability Yo be submitted Harlz Own In progress
o Mame and Title Date
T s :/"::;;‘-‘-: i : Robert Rosenwasser Novernbsr 22, 2011
Sl R . Regulatory Affairs Agent :
AR A




Foom Spproesd DRE Ho 25760060

URITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 B Strest, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coliection of inforration is estimated to average 0.25 howrs per response for registralion activities and .25
hours per responise for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send commarts regarding the
burden estimale or any ciher aspect of this collecton of informaiion, incduding suggestions for reducing the brrden to Director: OPPE information Management Division (2137} U.S.
Environmental Protecifon Agency, 401 M Street, S\W., Washington, DG 20480. Do not send the form to this address. ’

DATA MATRIX
Dats  November 22, 2011 EPA Rep. No./Flie Symbo! 2596-RAA | Page 20t 2
Appilcant'a/Regisivant’s. Name & Address: ;| Harlz Mountain Compaoration, 400 Plaza Dr., Praduct
Secaucus, NJ 07094 Harlz Referance #1314
Ingredient Figrond/(S)-dethoprene '
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Mate
830-8220 Corroslon characteristics To be submilted Hartz O in progress
§30-8321 Dielactric breakdown vollage Waiver End use progduct is not to be used around alestricat equipmont,
830-7000 pht : Vaiver End use product is not 1o be dispersed with waler.
8307100 Viscosity 48378001 Hatz Own Self-certification
- 870-1100 Acuts oral toxicily 43651783 Teriat
8701200 Acute dermaf toxicity 4ABTTTOH Merial
870-2400 Acute eye intation 44942005 Meria
8701300 Actite inhatation toxicity Waiver Merial
jat
870-2500 Acute derma irritation 44042007 Meriat
8762600 Skir sensitization 44842008 Meriat
810.3300 Product performance, efficacy 46618501, 45528101, Marizal
’ 45628402, 45628103,
458256104, 46019201,
46019202
B70.7200 Domestic Animal Safety 43863801, 44842000 Merial o
- o -:[-
Signature s /;ﬁ;}’ Name and Titie Date
AN Robert Rosenwasser
f;f!é e o e Regulatory Affairs Agent MNovember 22, 2014
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FAST-TRACK MENTS-Compléteness Screening Checklist
j%m 4

Experts In-Processing Signature:

L_.PA Reg Number: 2‘5’9{, % _I

I EPA Receipt Date:  5/2//

.j L F ZabINE S
A .-_-r*‘.- NNy Rl SRS 3y LI

ER—

1 [ Application Form (EPA Form 8570-1) ~signed?

i Confidential Statement of Formula (EPA Form 8570-29) —signed?

3

i
f

Certification with Respect to Citation of Data (BPA Form 8570-34)

stgned?

ﬁormnldtor s Exemption Statement (EPA Form 3570-27) - signed?

I
f
{
]
[
/[
|
{
L
5 | Dﬁta Matrix (EPA Form 8370-35) {Applicable, for adchngme-too usesj -
o [ Selective Method?
“b} Cite-All Method? Applicant owns daia or list only the companies

offered to pay .
Public copy of Mamx pmvzded? See PR Notice 98-5

<}

| |

[ 6 { Is L.abel Included? {5 copies)

Cormments: '
? Fow Opprabds /i b6 0. O T ihmaeers iy awﬁ’f/&,

. y A2TL PRI oAUy
prey Ry
. ..7' ) . g‘- i q._.-a::.;...=




Prirt Lefter

Enler More informstion

T_racking
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Fee for Service]  (894962H~

Thés package includes the following ‘ for Division o
©New Registration | YAD
. | ®* Amendment I BPPD
| . ®*RD
U Studies?  <'Fee Waiver? | |
-+ Risk Mgr. 10 ;
! - volpay % Reductlon — |
L - i — |
Receipt No. S- 894962
EPA File Symbol/Reg. No. 2596-RAA
Pin-Punch Date: 57212011
/ This item is NOT subject to FFS act;on
[ ——Action Code: | Parent/Chlld Decisions:
| Requested: |
i Granted: il
Amount Due: $ I
D st agpsied - b Lot sfs)i
i Inert Clagred for-lntended Use & Uncleared Inert in Product
Rewewer w _____ , Dater < 3~
Remarks:
D

TS s S e, &



u_wv:j o

2 o0~ aha
anhl
Memorandum
Date: AN Y.
To: P /g , Regulatory Manager

From: Information Services Branch, ITRMD

Y our receipt of this data submission 1s not an
indication that MRIDs for the enclosed studies have
been posted to OPPIN.

| We expect that it will be approximately S days
from the above date before the study-level data is
available in OPPIN.

If you have any questions about this process,
please contact Teresa Downs (305-5363).

This is a: X fully accepted submission
"1 partially accepted submission



To the Document Center (ITRMD)

*Please transfer jacket/mini-jacket to the Product Manager
Team circled below:

Minor Use Section: PM -§

Insecticide Branch: PM-13
Herbicide Branch: PM-23 PM-25
Fungicide Branch: PM-20 PM-21 PM-22

Insect/Rodent Branch: PM-1  PM-7

*Reminder to PM — I[f applicable, pick-up data from the
Screening Room.

Processed by RD’s Completeness Check Team

Ylﬁ( 2 2o

(T eam Membe1 51gnat ¢ (Date)



Dacision Stq!qs

Track inig

Cregte Resutsnission

FFS Letters

SR

Action Code History

Secondary Decislon
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21-Day Screen Completed by
Contractor

21-Day Expires on 211

Jacket# 25906 - paA
MRID# 4537952

Content Screen Recommended to

ransfer This Jacket to:

gj'fzaféﬂ./v’ Sc:/?/h_é/c_

Pra |0

11



PRIA 2 - 21 Day Content Screen Review Worksheet
(EPA/OPP Use Only)
3/23/0
Q2 - T¥™~ 3\ i

21 Day Screen Start Date: .
Experts In-Processing Signature: wdkC oo o VKo DateDs i~V Fee Paid: Yes -

Division management contacted on issues  No Yes Date _

.E,PA Reg. Number: Q_%‘C’“, - QUAPI EPA Receipt Date: T 22 — O - WL

Items for Review Yes | No | N/A*

Application Form {EPA Form 8570-1)(link to form) signed & compleie
including package type

Confidential Statement of Fermula all boxes completed, form signed, and
dated (EPA Form 8570-4) (Link to iorm)
a} All inerts (link to http://www epa gov/opprd001/inerts/), ves no
including fragrances, approved for the proposed uses (see
Footnote A) ><

Certification with Respect to Citation of Data (EPA Form 8570-34) (Link to |
¥ | forrn) completed and signed (N/A if 100% repack) et

Certificatc and data matrix consisient

If applicant is relying on data that are compensable, is the offer yes

to pay statemenl included. (see Footnote B)

If applicable, is there a letter of Authorization for exclusive use only.

Formulator’s Exemption Stalement (EPA Form 8570-27) (Link to form)
4 | completed and signed (N/A if source 18 unregistered or applicant owns the y\
technical) "

Data Matrix (EPA Form 8570-33) (Link to form) both intemal and external
copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A 1f 100% >§
repack) : )

yes | mo
a) Sclective Method (Fee category experts use) 2

b) Cite-All (Fee category experts use)

¢) Applicant owns all data (Fee category experts use)

5 Copies of Label (link to http://www.epa.gov/oppfeadl/labeling/lrm/) |
6 | (Electronic labels on CD are encouraged and guidance js available)( link to | ™~y i
hitp://www epa.gov/pesticides/regulating/registering/submissionsfindex.him#labels AN l

) I

12



Is the data package consistent with PR Notice 86-5 (link 1o PRN 86-5) ><\

Notice of Filing (link to
hitp:/www.epa.gov/pesticides/reguiating/tolerance petitions.htm) included |
with petitions (link to |
http:/fwww.epa.gov/pesticides/regulating/tolerances.hiny)

If applicable for conventional applications, reduced risk rationale (link to
http:/fwww.epa.gov/opprd001/iworkplan/reducedrisk.himi)

Required Data (link to
hitp://www.ena.goy/pesticides/regulating/data_requirements.htm) and/or
data waivers. See Footnoie C.

a) List study (or studies) not included with application




Comments:

y [,\ h\” ~F "”‘?Q (’m@\; “‘“: """ I R R PN 17 N 3/“-11&3&-.;'.
':'x. S s ¥ . . . i
P : - ]
Y CST e oferrrt YT ~boo ol ise
g bf‘ti = {emea ( " A .- 'Qj‘[ﬁ'lhftf frhw(/g{ 7
i fnd
, Poxnm i pupadig D CRETEL R
K LJ > 9‘{ ' l\-‘:’ o ?19 ‘ R N gl 3\‘, R
f ,,/ g _{ = VL&E\ ey N {7',.& t'h WL J{‘ 6 = FR
%4 \L«J:: 'k ST
. P
K B £ i "‘. ‘_f(_g- é 3o
. ha &!‘ma *3*: ai\ft_i\ LAY ?}\A Vi "-\‘“\5 “'“““ej\ G,.:’:.,l <‘.._,—-{’ C"f p&f(( =
¢ e ) v ’ S a‘iﬁﬁ it

- i - ) S W
N Q SR o ---k_.k" “f\’K"S @IS \ -

%_. 3(’* t C_,ICG‘_ 4 P t‘ﬁ.}_{@'\i A

MR 422792

o

rf—j E [
* N/A ~ Not Applicable W S-Ae

Fooinotes

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed nses. Jf an
unapproved inett is identified, the applicant must either 1) resolve the inert issue by, for
example, removing the ipert, substituting it with an approved mert, submitting
documentation that EPA approved the inert for the proposed pesticidal uses, correcting
mistakes on the CSF. efc. or 2) provide the data to support PP approval of the inert or 3}
withdraw the application. Removing or substituting an tnert ingredient will require a new
CSF and may require submission of data. All information. forms, data and
documentation resolving the Inert issue must have been received by the Agency or the
application withdrawn within the 21 dav period, otherwise, the Agency will reject the
application as described below.

To successfully complete this aspect of the 21 day initial content screen, applicants are
strongly encouraged to verify that all inert ingredients have been approved for the
application’s uses even if a product is currently registered by consulting the inert Web

%

14
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site [link to hitp://www.epa.goviopprd(0]1/inertsflisis. html] and if the inert is not
approved, to abtain the necessary inert approval prior 1o submitting an application
to register a pesticide product containing that inert ingredient. Some inert
ingredients are no longer approved for food uses or certain types of uses. The name
and/or CAS number on a CSF must match the name and CAS number on this web site.
Simple typographical errors in the name or CAS number have resulted in processing
delays.

If an inert is not listed on the inert ingredient web site and the applicant believes that the
inert has heen approved, the applicant should contaci the Inert Ingredient Assessment
Branch (IIAB) at inertshranch@epa.gov and resolve the issue. Copies of the
correspondence with ITAB resolving the issue should accompany the application. All
new inerts except PIP inerts are reviewed by IIAB. The ITAB sheould also be contacted
for any questions on what supporting data needs 1o be submitted for and the Agency’s
inert review process. Questions on PIP inerts should be directed to the Chief of
Microbial Pesticides Branch [Link wo

htip://www.epa.coviopphppdl hiopesticides/comacts_bppd.huml.

When a brand, trade, or proprietary name of an inert ingredient is lsted on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information [link to htp:/www.cpa.gov/opprdQ0 l/inests/tips. pdf} must also be included
to enable the Agency to determince if it has been approved. Bach comporient of an inert
mixture (including a fragrance) must be identified.  In some cases, the supplier of the
mixture or fragrance may need to provide this infonnation to the Agency, Prior to the
Agency’s receipt of an application, applicants must arrange with a proprietary mixture or
fragrance supplier to provide the component information to the Agency or promptly tpon
EPA’s request. If the inert ingredients in a proprietary blend (including fragrances)
cannot or are not identified or provided within the 21-day content review period, the
Agency will refect the application.

During the 21 day content review, applicants should submit information to the individual
identified by the Agency when the applicant is informed of an unapproved inert.

Unapproved Inerts Identified on CSKs

All applications except conpventional new products and PIPs

Ornce an unapproved inert is identified on a CS¥, the Agency will contact the
applicant with the following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
remnoving the anapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

E\J

Subinit the information and data needed for the Agency to approve the
unapproved inert. If this option is selected and implemented, the Agenicy may
request an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;

4
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3., Withdraw the application (the Agency retains 25% of the full fec for the fee
category estimated); or

If none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain
25% of the full fee of the catepory identified.

Conventlonal New Product Applications

When the Registration Division wentifies an unapproved inert on a USF with an
application for a new product that the applicant has not identified as requiring an
inert approval (R311, R312 or R313), it will contact the applicant with the
following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the nnapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
vnapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
catcgory for the application, which could require a longer decision review
time and a larger fee. If additional fecs arc due, they must be received by the
Agency within the 21 day content review period.)

3. Withdraw the application {(the Agency retains 25% of the fuil fee for the fee
category estimated): or _

If none of the above options is selecied and implemented during the 21-day
content-revicw peried, the Agency will reject the application and retain 23% of
the appropriate fec for the new product-inert approval category.

PI¥ Applications

When the Biopesticide and Pollution Prevention Division identifies an
unapproved incrt on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the applicant with the following
options:

1. Correct the application by, for instance. corrceting the spelling or name of the
inert to that in 40 CFR 174, or providing docmnentation that the inert has been
approved; or

2. Submit the information and data needed for the Ageney to approve the
unapproved nert. If an inert ingredicnt tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. If this option is selected and implemented, the
Agency will discuss harmonizing the timeframe for both actions.

3



3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

I none of the above options 1s selected and impleinented during the 21 day
content review period, the Agency will reject the application and retain 25% of
the fee,

B. A policy on documentation of offers 1o pay is still being developed, however, for a
me-too or fast track (similar/identical) new product, R300 or A530, an application
without the necessary authorizations of offers to pay will be placed into either R301 or
AS531. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers
prior to submitting their application to the Agency. Docwmentation of such discussions
should be submitted with the study waiver.

17



Fee for Service]  (889997E~

- B ——
| This package includes the following . for Division
.

®New Registration { | °AD

e | | °BPPD

© Amendment o

' “Studies?  “Fee Waiver? @

Risk Mgr. | 10
- —volpay % Reduction: __ )

; Receipt No. S-| 889997

} EPA File Symbol/Reg. No. | 2596-RAA
| Pin-FPunch Date: 2/18/2011

O This item is NOT subject to FFS actlon

ActionCode: ”rfé rent/Child Decisions: -

Requested: |42, |

ranted ﬁ&o 11 l

Amount Due: $ UL & i |

| | _

= Inert Cleared,for intended Use = Uncleared Inert in Product

Reviewer: &F‘(m&ﬂ Date: (50 J ( D/ u

Remarks:

18



Print Letter

- Enter More Information

Tracking

Views/Edit

ew registration
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ISB S bront—end PRIA Compl:etengss Screen

Draft 3 10f 2517 .

HP A Roc,c;pt Daae 2 / ;7” - EPA Reg. Numbe;

Chqqk lést Ztem

fﬁéf’ /Qﬁf?

"a

Has the PRIA Fee been ?ﬂid isa copy of the check or
Pyiy.gov receipt included in the Submission Package?

Is an Application Korm (EPA Foum 8570-1) Included in the

2 | Submission Package, 1s it eomple’eely ﬁlied out and signed
mciudmg package type'? .
Isa Conﬁdenttai Statement of Fﬁrmuia {EPA Form 8570-
3 | 2% Included in the Submission Package, is it completely
filled out and signed (boxes 1-21)?
4 |52 Formulator’s E&em@tien Statexuent (EPA Form 8570~
27y Inciuded in the Subm.smon Package‘?
s | 1s a Certification with Respect to Cltatmn of Data {(EPA e
) Form §570-34) Included i the Submission Package'?
6 is a Data Matrix (EPA Form 8570-3 S) Included 1a the e
Subrmission Fackage? _
7 | is a Label Included in the Submission Package'? v’
K -

ke

Arc Datz Included in the Submission Package?

4

is the Submission an Amendment?

A T

AL 0 K e e T R O

Bciinas 14

e LRI
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<Viawe Ragisiration Detailas -

i Regist

Wy . Decisions...
' g Data Reguiverments
L UTY D Pending; 445037, 2596 RAARSF0;NEW PRQ
E3 [y Lefters

@ S 901779 BI42011; New Registration; 25
Bl S 895591 W2011; New Repistration; 25%
& [l S 889997 28201 New Reglstration] 0%
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ision Status

Tracking

Cregte Resubmission

- FFS Letters

' Act:on Code H__Eéfér',\( '

Secopdary Decision

Resubrission to existing PRIA
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48684600

THE HARTZ MOUNTAIN CORPORATION, 400 PLAZA DRIVE, SECAUCUS, NEW JERSEY 07094-3688 » 201/271-4800

Novemher 29, 2011

Document Processing Desk

Office of Pesticide Programs (7504P)
US Buvironmental Protection Agency
Room §-4800, One Potomac Yard
2777 South Crystal Dnve

Arlington, VA 22202-4501

Attention: Mr. Richard Gebken (PM #10)

RE: HARTZ REF #128, EPA Reg. No. 25896-RAG
HARTZ REF #129, EPA Reg. No. 2596-RAU
HARTZ REF #130, EPA Reg. No. 2596-RAL
HARTZ REF #131, EPA Reg. No. 2596-RAA

SUBMISSION OF CHILD RESISTANT PACKAGE TESTING

Dear Mr. Gebken,

The Hartz Mountain Corporation, 400 Plaza Drive, Sccaucus, NJ 07094-3688 13
submitting the Child Resistant Package Testing Reports for the above listed products.
There are five reports (three copies of each), one covering each of the five dosages and
we have also included a summary report for all five studies, The attached transmittal
document dentifies which studies support the above registrations,

The submission of these reports should complete the regisiration requirements for the
above listed products.

If you have any quesiions or require additional inforiation, please confact me at 201-
271-4800, ext 7302 or smocnear(@hartz.com.

Sincerely,

L (PPl

Sean McNear
Director Regulatory Affairs

Enclosure
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THE HARTZ MOUNTAIN CORPORATION, 400 PLAZA DRIVE. SECAUCUS, NEW JERSEY 07034-3688 » 204/271-4200

CHILD RESISTANT PACKAGING CERTIFICATION STATEMENT
Title 48 part 157 subpart B

Registrant Name and Address:
The Hartz Mountain Corporation
400 Plaza Dirive

Secaucus, NI 07094-3688

Products:
Hariz Reference # 128, EPA Reg. No. 2596-RAG

Hartz Reference # 129, EPA Reg. No. 2596-RAU
Hariz Reference # 130, EPA Reg, No. 2396-RAL
Hartz Reference # 131, EPA Reg. No. 2596-RAA

I certify that the packaging that wiil be used for the products listed above meet the
standards of 40 CFR 157.32.

/é»b%zﬂy%@m Mavermber 272011

Sean McNear Date
Direcior Regulatory Affairs
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TRANSMITTAL DOCUMENT

1. NAME AND ADDRESS OF SUBMITTER
The Hartz Mountain Corporation, 400 Plaza Drive, Sscaucus, NJ 07084

2. REGULATORY ACTION iN SUPPORT OF WHICH THESE PACKAGES ARE SUBMITTED
Submission of Child Resistant Packaging Testing Reports:
Fipronil; Hantz Reference #128, EPA File Symboi 2596-RAG
Fipronil; Hartz Reference #1289, EPA File Symbol 2596-RAU
Fipronit and (S)-Methoprene, Hartz Reference #130, EPA File Symbol 2596-RAL
Fipronil and {S)-Methoprene; Hariz Reference #1317, EPA File Symboi 2596-RAA

3. TRANSMITVAL DATE November 29, 2011
4. LIST OF SUBMITTED DOCUMENTS

3664601 VOLUME 1 Child Resistant Package Test Final Report (3 copies)
NCRT Job # 11-051
Fill Volume 0.5 mL

For Martz Ref. #129, EPA Reg. No. 2596-RAU
For Hariz Ref. # 131, EPA Reg. Mo, 2596-RAA

8884802VOLUME 2 Child Resistant Package Test Final Report (3 copies)
NCRT Job # 11-052
Fill Volume 0.67 mL

For Hartz Ref. # 128, EFA Reg. No. 2586-RAG
For Hartz Ref. # 130, EPA Reg. No. 2596-RAL

1684603 VOLUME 3 Child Resistant Package Test Final Report (3 copies)
NCRT Job # 11-053
Filt Volume 1.34 mb

For Hartz Ref. # 128, EPA Reg. No. 25%6-RAG
For Hartz Ref, # 130, EPA Reg. No. 2598-RAL

3684504 VOLUME 4 Child Resistant Package Test Final Report (3 copies)
NCRT Job # 11-060
Fill Volume 2.68 mL

For Hartz Ref. # 128, EPA Reg. No. 2596-RAG
For Hartz Ref. # 130, EPA Reg. No. 2596-RAL
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5884603 VOLUME & Child Resistant Package Test Final Report
NCRT Job # 11-081
Fill Volume 4.02 mL

For Hartz Ref. # 128, EFPA Reg. No. 2596-RAG
For Bariz Ref. # 130, EPA Reg. No. 2596-RAL

8584808 VOLUME 6 Child Resistant Package Test Summary Repoit

(3 copies)

(3 copies)

Fill Volumes 0.5 mL; 0.67mL; 1.34 mL; 2.68 mlL; 4.02 mL

For Hartz Ref. # 129, EPA Reg. No. 2596-RAU
For Hariz Ref. £ 131, EPA Reg. No. 2896-RAA
For Hariz Ref. # 128, EPA Reg. No, 2596-RAG
For Hariz Ref. # 130, EPA Reg. No. 2596-RAL

VOLUME 7 Child Resistant Packaging Cettification Statement

For Hariz Ref. # 129, EPA Reg. No. 2596-RAU

__ \
ASNRLN, For Hartz Ref. # 131, EPA Reg. No. 2596-RAA
For Hartz Ref. # 128, EPA Reg. No, 2598-RAG
For Hartz Bef. # 130, EPA Reg. No. 2596-RAL

5. COMPANY OFFICAL Sean McNear, Direcior Regulatory Affairs

6. SIGNATURE P ﬂzf éiwiﬁ/z?//«.,@&

7. PHONE 201-271-4800, ext. 7302

(3 copies)
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‘ % UMITED STATES ENVIRONMENTAL PROTECTION AGENCY
g WASHINGTON, D.C. 20460

7 pnaﬁ"d\

OFFICF OF CHEMICAL SAFETY
AW POLLUTION PREVENTION

January 25, 2012

THE HARTZ MOUNTAIN CORPORATION

400 PLLAZA DRIVE
SECAUCUS, NJ 07094

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submaittal of 19-JAN-12. Our staff has completed a preliminary
analysis of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with
Master Record ID's (MRIDs) assigned to each document submitted. Pleasc use these numbers in
all future references to these documents, Thank you for your cooperation, If you have any
guestions concerning this data submission, please raise them with the cognizant Product
Manager, to whom the data have been released.
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THE HARTZ MCOUNTAIN CORPORATION, 400 PLAZA DRIVE, SECAUCUS, NEW JERSEY §7094-3668 = 201427 1-4800

January 18, 2012

Daocument Processing Desk

Office of Pesticide Programs (7504P)
US Environmental Protection Agency
Room S-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Atltention: Mr. Richard Gebken (PM #10)

RE: HARTZ REF #128, EPA Reg. No. 2596-RAG
HARTZ REF #129, EPA Reg. No. 2596-RAU
HARTZ REF #139, EPA Reg. No. 2596-RAL
HARTZ REF #131, EPA Reg. No. 2596-RAA

SUBMISSION OF AMENDED CHILD RESISTANT PACKAGE
TESTING

Dear Mr. Gebken,

The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NY 67094-3688 is
submitting the amended Child Resistant Package Testing Reports for the above listed
products. There are five reports (threc copies of each), one covenng each of the five
dosages and we have also included a summary report for all five studies. The attached
transmittal document identifies which studies support the above registrations.

The reports were amended to address the deficiencies that were identified in the EPA
letter dated December 16, 2011, We have added the Statement of Compliance with Good
Laboratory Practices Standards and the Statement of Data Confidentiality Claims to all
reports. I have also included copies of my original cover letfer, the Child Resistant
Packaging Certification Statement and the Transmiital Document (including the MRID
numbers assigned by EPA).

If you have any questions or require additional information, please contact me at 201~
271-4800, ext 7302 or smcnearhartz.com.

Sincerely.

Scan McNear
Director Regulatory Affairs

Enclosure
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December 16, 2011 QFFICE OF CHEMICAL SAFETY
ARID POLLUTION PREVENTIOHN

THE HARTZ MOUNTAIN CORPORATION
460 PLAZA DRIVE
SECAUCUS, NI 07094

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 30-NOV-11. Our stalf has completed a preliminary analysis
of the material. The results are provided as follows:

We are unable 10 accept your data submittal for further processing and review, because of
the significant deficiencies noted below. It is being returned to you for correction. If deficiencies
were found which apply to your overall submission, they are described immediately following this
paragraph. If problems are found with individual studes, they are described below linked to the
study identifier found on the enclosed copy of your bibliography.

48684601~ 43634606

*  You must include one of the two acceptable statements of data conlidentiality claims under

FIFRA section10(dX1XA), (B}, or {C) as the second element in each study. The language of two
alternative forms of the Statement of Data Confidentiality Claims, shown in Attachiment 3 of PR
Notice 86-3, cannot be altered. See pages 8 and 13 of the Notice.

48684601~ 48684605

* A statement of compliance or non-compliance with the Good Laboratory Practices Standards
contained in 40CFR160 is required for all studies {except rangefinding studies and supplements to
previously submittedstudies) submitted ic EPA. This statement must appearas page 3 of ail
studies, and must be signed and dated by the study sponsor, the study submitter, and the study
directar. Please see 40 CFR 160.12 for specific guidance.
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Decision #: 445037

DATA PACKAGE BEAN SHEET DP #: (388644)
Date: 14-Apr-2011 PRIA
Page f of 1

Parent DP #:

. . . Submission #: 889997
** * Registration Information * * *

Registration: 2596-RAA - HARTZ REFERENCE #131
Company: 2586 - THE HARTZ MOUNTAIN CORP.

Risk Manager: RM 10 - Richard Gebken - (703) 305-6701 Room# PY1 §-7237

Risk Manager Reviewer: Bonaventure Akinlosoly BAK:NL{)S

Sent Dater Catcuiated Due Date: O&Sep- 2011 Edited Due Date:

Tyne of Registration: Product Registration - Section 3

Action Desc: (R310) NEW PRODUCT,NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT CHEMIS!

tngredients: 125121, Fipronii(8.8%}

108402, 5-Methoprenei11.8%)

*** Data Package %nfcrmatzon e

Expedite: £} Yes @ No Date Sent: 14-Apr-2011 Due Back:

OF Ingredient. 105402, §-Methoprene

Label tncluded: {7 Yes @ No Parent DP #:
Assigned To . __Datein Date Qut 83/ -2 f/ /
Organizatiom: RD/TRB S . LastPossible Science Due Date: 09-Aug-2011 °
Team Name: TOX _ Science Due Date: N
Reviewer Name: Backus, Byron Sub Data Package Due Date:

Contractor Name:

*** Btudies Sent for Review ** *

No Studies

*** Additional Data Package for this Decision * * *

Can be printed on its own page

* ** Data Package Instructions * * *
For your review: An R310

Thnx, B.A (703-805-3553}
F’) W . VW

Pe 38§ LYY
-
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Company:

Risk Manager:

Risk Manager Raviewer:

Sent Dale:
Type of Registration:

Action Dese:

Ingredients:

Expedite:

D Ingrediend:

Decision #: 445037
DP #: (388641)
PRIA
Parent DP #:
Submission #: 883997

DATA PACKAGE BEAN SHEET
Date: 14-Apr-2011
Page 1of 1

* * * Registration Information "7 ™

¥

i

1

Edited Due Date: e

2595 - THEE HARTZ MOUNTAIN CORP.

A
th
b7
o
i
-
1)
v
N
=
m
]
m
Al
n
z
o
m
Ik
=9
[ ]
rand,
£

RM 10 - Richard Gebken - (703} 305-8701 Room#t PY1 5-7237

Bonaveriure Akinlosaty BAKINLGS

Calculated Due Date! 08-Sep-2011

(R310} NEW PRODUCT,NON-FAST TRACK {INCLUDES REVIEWS OF PRODUCT CHEMIS

129121, Fipronih.8%) e

105402, S-Methoprene(118%)

*** Data Package Information * **

Oate Sent’ 14-Apr-2011 Due Back:

{7y Yes @ No

188402, 5-Methoprene

129121, Fhoronit

P Title: fowpt
CS8F included: @ Yes £ No tabel Included: @ Yes () No ParentOP#
Assigned To Date in Date Out X

Orgarization; RD/TRB

Team Name: TGX

3gience Uue Date:

Reviowar Name:

Sub Data Package Due Date:

Contracior Name;

** % Studies Sent for Review * * *

No Stutdies

*** Additional Data Package for this Decision ™™ >

Can be printed on its own page

*** Data Package Instructions * = *

For yaur review: An R310

Thoy. B.A {703-605-0653)
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Hartz ® Reference #131 February 4, 2011

EPA Reg. No.: 2596-RAA
MASTER LABEL- -

Hartz® Reference # 131

Alternaie Brand Names

Hartz® UltraGuard Plus® Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® UltraGuard Pro® Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® UltraGuard Max™ Flca (and) (&} Tick Topical Treatiment for Cats (& Kittens}

Hartz® InControl Advanced® Flea (and} {&) Tick Topical Treatment for Cats (& Kittens)
Hartz® InControl Max™ Flea {and) (&) Tick Topical Treatment for Cats (& Kittens)

Revo™ Advanced™ Flea {(and) (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® Revo Advanced™ Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)

Hartz® Pro Force™ Dual Action Topical Treatment for Cats (& Kittens)
Hartz® FicldForce™ Dual Action Topical Treatment for Cats (& Kittens)
Hartz® First Defense™ Dual Action Topical Treatment for Cats (& Kittens)

Hartz® Pro Force™ for Cats (& Kittens)
Hartz® FicldForce™ for Cats {& Kittens)
Hartz® First Defense™ for Cats {& Kittens)
Hartz® UltraGuard Plus® Flea (and) (&) Tick Topical Solution for Cais (& Kittens)
Hartz® UltraGuard Pro® Fiea (and) (&) Tick Topical Solution for Cats {& Kittens)
Hartz® UlteaGuard Max™ Flea (and) (&) Tick Topical Solution for Cats (& Kittens)
Hartz® InControl Advanced® Flea (and) (&) Tick Topical Selution for Cats (& Kittens)
Hartz® InControl Max™ Flea (and) (&) Tick Topical Solution for Cats {& Kittens)
Revo Advanced™ Flea {and) (&) Tick Topical Solution for Cats (& Kittens)
Hartz® Revo Advanced™ Flea (and) (&) Tick Topical Solution for Cats (& Kittens)
Hartz® Pro Force™ Dual Action Topical Solution for Cats (& Kitiens)

' Hartz® FieldForce™ Dual Action Topical Solution for Cats (& Kittens)
Hartz® First Defense™ Dual Action Topical Solution for Cats (& Kittens)
FieldForce™ Dual Action Topical Treatment for Cats (& Kittens)
First Defense™ Dual Action Topical Treatment for Cats (& Kittens)
FieldForce™ for Cats (& Kittens}
First Defense™ for Cats (& Kittens)
FieldForce™ Dual Action Topical Solution for Cats (& Kittens}
First Defecnse™ Dual Action Topical Solution for Cats (& Kittens)

ACTIVE INGREDIENTS: | _
J2ET3403 171 I U O OO peeerna.n9.80%
(S )-IMEIHOPTEIIE. - .. et iee it et et it et et e et bt e e a e e s s 11.80%
OTHER INGREDIENTS ... i resecencieeeancenes 19 A0%
B 5 0 O SO 100.Ce%

Optional/alternate text in parentheses or brackets I—)age 1of 9
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Hartz ® Reference #131 February 4, 2011

EPA Reg. No.: 2506-RAA
MASTER LABEL- -

KEEP GUT GF REACH OF CHILDREN
CAUTION? See back panel for additional precautiopary statements.

NET CONTENTS: Coutains (number) tubes, each _ fl. oz. (_ml)

EPA Reg. No. 2596-RAA
EPA Est. No.

IHartz® and other trademarks are trademarks of The Hartz Mountain Corporation,
Made by The Hartz Mountam Corporation, 400 Plaza Drive, Secaucus, NJ 07094 (U.S. A}

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS. CAUTION.
Harmful if swallowed. Causes eve nmmitation. Avoid contact with skin, eyes or clothing. Wash

thoroughly with soap and water after handling,

HAZARDS TO DOMESTIC ANIMALS.
For external use only. Do not use on kittens under 8 weeks of age. Individual sensitivities,

while rare, may occur after using any pesticide product. Pets may experience some temporary
irritation at the site of product application. If signs persist, or become more severe within a few
days of applicalion, consult a veterinarian immediately. Certain medications can interact with
pesticides. Consulf a veterinarian before using on medicated, debilitated or aged animals. Call

1-800-275-1414 for 24-hour assistance.

PHYSICAL OR CHEMICAL HAZARDS
COMBUSTIBLE: Do not use or store near heat or open flame.

FIRST AID
Have the product container or label with you when calling a poison control czater or doctur or

going for treatmeni. For additional information on this pesticide produc: (mciudmg health
concemns, medical emergencies or pesticide incidents, you may call 1-800-275-1414.

IF SWALLOWED: Call a poison coutrel center or doctor immediately for fraitment advice.
Have person sip a glass of water if able to swallow. Do not induce vomiting unless told o de so
by a2 poison control center or doctor. Do not give anything by month to an unconscious person.

Page 2 of 8

Optional/alternate text in parentheses or brackets 36



Hartz ® Reference #131 February 4, 2011

EPA Rep. No.: 2596-RAA
MASTER LABEL- -

IF IN EYES: Flush eyes with plenty of water. Call a doctor if irritation persists.

IF ON SKIN OR CLOTHING: Wash with plenty of soap and water. (et medical attention if
irritation persists.

PIRECTIONS FOR USE
It is a violation of Federal Law 1o use this product in a manner inconsistent with its labeling, Do

not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR PET READ
ENTIRE LABEIL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS
AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON CATS ONLY. DQ NOT
USE ON RABBITS. DO NOT USE ON OTHER ANIMALS.

To kill fleas, all stages of brown dog ticks, American dog ticks, lone star ticks, and deer ticks
[which may carry Lyme disease], chewing lice and mosquitoes, apply to cats and kittens [
weeks or older] as follows:

[USE DIRECTIONS HERE}

(The application steps below may optionally be numbered or bulleted to clarify the order,
depending on the final physical layout of the label)

[Option 1 capped tube)

Remove one applicator tube from the package and hold in an upright position (pointed away
from your face). Pull off cap. Turn the cap around and place on top of tube. Simply press cap
down to break the seal of the tube. Remove cap carefully. Position the tip of the tube on the cat’s
back between the shouider blades. Use the tip of the tube to part the cat’s hair so that the product
will be applied at skin level. (Do not bathe your cat 48 hours prior to application.) Squeeze
applicator, applying entirc contents in a singlc spot on the animal’s skin. Separate treated cat
from other {dogs and cats) (pets) for 24 hours afier treatment has been applied. Repeat every

month.

[Option 2 applicator tube]
Remove one applicator tube from the package and hold in an upright position pointed away from

your face. Twist dispensing tip clockwise about ¥ tam while pushing down te brzai the tube’s
seal. Do not remove the dispensing tip. Position the dispensing tip on the cat’s back between the
shoulder blades. Use the dispensing tip of the tube to part the cat’s hair so that the product will
be applicd at skin tevel. (Do not bathe your cat 48 hours prior to application.) Squceze
applicator, applying entirc contents in a single spot on the animal’s skin, Separate treated cat .
from other (dogs and cats) (pets) for 24 hours after treatment has been applied. Repeat every

month.

(ptional/alternate text in parentheses or brackets Page 3 0f 9 3 ,



Hartz ® Reference #131 February 4, 2011

EPA Reg. No.: 25%0-RAA
MASTER LABEL- «

PRODUCT NAME contains Fipronil and the insect grown regulatory {IGR) (S)-Methoprene.
PRODUCT NAME effectively targets all stages of fleas. Fipronil collects in the oils of the skin
and hair follicles, and continues to be released from hair follicles onto the skin and coat, resuliing

in long-iasting activity against fleas, ticks, chewing lice and mosquitoes.

PRODUCT NAME can also be used for the treatinent and control of mosquitoes, and flea, tick
and chewing hce infestations on breeding, pregnant and lactating queens.

FREQUENCY OF APPLICATION

When nsed monthly, PRODUCT NAME compleiely breaks the flea life c¢ycle and controls tick
and chewing lice infestations. Research demonstrates that PRODUCT NAME kiils adult fleas,
flea eggs, and flea larvae for up to six weeks. PRODUCT NAME also prevents development of
all flea stages for up to six weeks. PRODUCT NAME kills ticks for a least one month. A once
monthly application is recommended where tick control is meeded. = Although PRODUCT
NAME can control fleas for up to six weeks, if there is a high risk of reinfestation or if the pet
has fleas which may cause flea allergy dermatitis, a once monthly application may be needed.

With a monthly application of PRODUCT NAME kills mosquitoes within 24 hours for up to 14
days and within 48 hours {or up to 28 days.

PRODUCT NAME remains effective even after bathing, water immersion, or exposure fo
sunlight. Avoid contact with treated area until dry. Do not reapply PRODUCT NAME for 30

days.

STORAGE AND DISPOSAL
Do not contamminate water, food, or feed by storage and disposal.

STORAGE. Store unused product in original container, out of reach of children and animals,

PESTICIDE DISPOSAL. [f partly filled: Call your loca] solid waste agency or 1-800-
CLEANUP for disposal instructions. Never place unused product down any indoor or outdoor

drain.
CONTAINER DISPOSAL. If empty: Do not reuse this container. Place 1n trash or offei for

recycling if available.

For more information call our (flea and tick) experts at 1-800-275-1414 (weekdays. 9 am - 5 pm
B.S.T) '

INDIVIDUAL TUBE TEXT

Optional/alternate text in parentheses or brackets Page 4 of B

38



Hartz ® Reference #131 February 4, 2611

EFPA Reg. No.: 2596-RAA
MASTER LABEL- -

Praduct Name

Active Ingredients:
Fipronil 8.8%, (5)-Methoprene {1.8%

Keep Out of Reach of Children

Cantion
Read accompanying label before use

EPA Reg. No. 2596-RAA
EPA Est. No.

Product Name can also be used for the treatment and control of mosquitoes, and flea, tick and
chewing lice infestations on breeding, pregnant and lactating queens.

Product Name confains Fipronil and the insect growth regulator (IGR) (8)-Methoprene. Product
Name effectively fargets all stages of fleas. Fiprenil collects in the oils of the skin and hair
fotlicles, and confinues {o be released from hair follicles onto the skin and coat, resulting in long-
lasting activity against fleas, ticks, chewing lice and mosquitoes.

Stops and prevents infestations
Kills aduit fleas, flea eggs, and flea larvae

Prevents all flea stages {eggs, larvac, pupac) from developing
Kills flcas which may cause flea allergy dermatitis

Kills all stages of Deer Ticks (which may carry Lyme disease), Brown Dog Ticks, American
Dog Ticks, and Lone Star Ticks

Kills mosquitoes

Prevents and controls remnfestations

Rapidly eliminates infestations with chewing lice

Can also be used on breeding, pregnant and laclating queens
Fast-acting

Long-lasting

Waterproof

Convenient to use

[Adult Fleas]

Kills Fleas {that may transmit tapeworms) (for) (28 days) (30 days) (1 month) (4 woeks) (on
cafs) o

Kills (Adult) Fleas (for up to 3 months)

Kills fleas that may causc (flea allergy denmatitis} (and) (flea bife anemnia) {for) (25 days) (30
days) (1 month) (4 weeks) (3 months) (on cats) '

Kills newly emerged aduit Fleas before they lay eggs

If there is a high risk for flea reinfestation, a once a2 meonth application may be needed

Page Sof 9
39
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Hartz ® Reference #131 February 4, 2011

EPA Rep. No.: 2596-RAA
MASTER LABEL- -

Stops existing infestations
Prevents ecstablishment of new infestations

[Flea Eggs]
Kilfs Flea Eggs {and Flea Larvae) (for) (28 days) (30 days) (1 month) (4 wecks)

Prevents Flea Eggs from haiching

{Ticks]

Kills Ticks {for) (2& days) (30 days} (1 month) (4 weeks)

Kills (all stages of } Brown Dog Ticks, American Dog Ticks, Lone Star Ticks and Deer Ticks
(for) (28 days} (30 days) (1 month) (4 weeks)

Kiils (all stages of) Deer Ticks (that may carry Lyme discase) (for) (28 days) (30 days) {1
month} {4 weeks) (on cais)

Kills all biting stages of ficks

Kills adult (brown dog) (deer) ticks, nymphs and larvae

Kils Ticks including those that may transmit Lyme disease

[Lice & Mange]
Rapidly eliminates chewing lce infestations
Aids in Control of sarcoptic mange infestations

[Multiple]

Kills Fleas, Ticks, Flea eggs, Chewing Lice, (Flea larvae)

Kills Fleas, Ticks, Flea eggs, (Flea larvae) {through conlact) {for} (28 days) (30 days) (1 month)
{4 weeks)

Kills Fleas, Ticks, Flea Eggs, (Flea larvae), (Chewing lice) (through contact) (for} (28 days) (30

days) (1 month) (4 weeks)

Kills Fleas, Ticks, Flea eggs, (Flea larvae) (afier contact) (for) (28 days) (30 days) (1 month) (4
weeks)

Prevents development of all flea stages for up to 3 months,

Kills adult Fleas, Flea Eggs and Larvae ({or up to three months)

Kiils Fleas, Brown Dog Ticks, Deer Ticks, Flea Eggs, (Flea larvae) (after contact} (for) (28 days)
(30 days) (1 month) {4 weeks)

Controls Flea and Tick infestations {on cats) (for) {28 days) (30 days) (I month) {4 weeks)
Provides fast, effective and convenient treatment and control of fleas, ticks, chewing lice end

mosquitoes (for cats and kittens)

Helps prevent re-infestation of fleas and ticks (for) (28 days) (30 days} (1 month] (4 weeks)
RHelps prevent flea and tick re-infestation {{for) (28 days) {30 days) (1 month} (4 weeks)
Kills flea eggs and flea larvae to help prevent future re-infestations

Kills all stages of the flea life cycle

Breaks the flea life cycke
Prevents all flea stages {eggs, larvae, pupzae) from developing

Optional/altemate text in parenthescs or brackets Page 6 of 9
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Hartz ® Reference #131 February 4, 2011
EPA Reg. No.: 2596-RAA
MASTER LABEL. -

[Mosquitoes]

Kills mosquitocs within 24 hours for up fo 7 days, and within 48 hours for up to 28 days.

Kills Mosquitoes that may transmit West Nife virus (for) (28 days)(1 month) (4 wecks)(on cats)
Kills Mosquitoes that may transmit heartworm (for} (28 days)(1 month} (4 wecks ) on cals)

Controls flea and lick infestations

Once-a2 month Flea and Tick (Prevention) (Treatment) (Control) (Solution)

Monthly Flea and Tick (Prevention) {Treatment) (Control} (Solulion)

(28 day) (30 day} (1 month) {3 week) Flea and Tick (Prevention} (Treatment) (Control)
(Solution)

Prevents flea eggs from developing into biting adults (for) (up to) (30 days) (1 month) (4 weeks)
Gentle protection for cats (and kittens)

Quick drying (formula)

Dries quickly

Stays on and doesn’ rub off

Spreads with cat’s natural skin oils

Kiils fleas for 30 days (1 month} (4 weeks)

Stops and prevents infestations

Prevents re-infestation

Prevents and controls re-infeslation(s)

Rapidly eliminates ficas

Fast acling

fLong lasting

Effective and convenient topical treatment

Kills fleas (and ticks) through (after) contact

{With) patented applicator

(With) patent pending applicator

Waterproof

Easy spot on topical applicator

Do not reapply product for 30 days

Remains effective even after bathing, water immersion, or ¢xposure to sunlight

(Product Name) remains effective even afler bathing, water immersion, or exposure to sunlight,
Avoid contact with treaied area until dry.

Can also be used on breeding, pregnant and lactating queens

Convenient to use

Contains Fiproni! and the insect growth regulator (IGR) (8)-Methoprene. (product name).
effectively targets all stages of fleas. Fipronil collects in the oils of the skin and hair follicles;
and continues to be released from hair follicles onto the skin and coat, rcsultmg in long- ldSlIHg

activity against flcas, ticks and chewing lice.
New (Formula) (claim to be removed after 6 months)
Contains Fipronil and (S)-Mcthoprene (, the active ingredients used in Frontling Plus ®).

{Brand name) is not manufactured by or distributed by Merial. Frontline Plus® is a rezistered
trademark of Merial.

Optional/alternate text in parentheses or brackets Page 7 0f 9 41
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EPA Reg. No.: 2596-RAA
MASTER LABEL- -

Compare to Frontline Plus®

For cats and kittens 8 weeks of age or elder
Specially formulated for cats and kittens

NON-PESTICIDE RELATED CLAIMS AND OTHER OPTIONAL TEXT
1¥ dose, 2™ dose, 3% dose (X™ dose)
First month, sceond month, third month {Xth month)
X-pack
X-tubes
Value pack
X month supply
X monthly treatment(s)
Fragrance-{ree
Unscented
Fresh {scent) (fragrance)
Powder (scent) (fragrancce)
Pleasant (scent) (fragrance)
Spring Fresh Scent
Convenient (easy to use) applicator
X Pro-cision Flo® Applicator(s)
With Pro-cision Flo™ Applicator

Featuring Pro-cision Flo® Applicator (for casy application )
Drirect to your cat’s skin

Easy (simple) to use (handle) (apply)

(Featuring the) (with) EZC™ tube

{Featuring the) (with) EZ2C™ tube

(Featuring the) (with} EZView™ tube

{Featuring the) (with) EZView™ tube

(Featuring the) (with} Clearview™ tube

(Featuring the) (with) Clearview™ tube

(Clearview™) (EZC™) (EZ2C™) (EZView™) tube (visually) ensures all product has been

dispensed _ _
{Clearview™) (EZCT™) (EZZC™) (EZView™) tubes give you the assurance all the product Las

been applhied

After application, the treated arca may appear wet {or) {oily) for up to 24 hours

You may bathe your cat 48 hours after application

To help remind you when you last applied treatment, simply write in the date #1.01 cach duse is
applied:
First Dose
Sccond Dose

Optional/altenate text in parentheses or brackets Page 8 of §
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EPA Reg. No.: 2596-RAA
MASTER LABEL- -

Third Dose
XthDose

Hartz® and other trademarks arc tradernarks of The Hartz Mounfain Corporation

Page 9 of 9
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THE HARTZ MOUNTAIN CORPORATION, 400 PLAZA DRIVE, SECAUCUS, NEW JERSEY 07004-368% « 201/271-4800

June 13, 2011

Document Processing Desk

Office of Pesticide Programs (7504P)
US Environmental Protection Agency
Room $-4900, One Potemac Yard
2777 South Crystal Drive

Adington, VA 22202-4501

Attention:  Mr. Richard Gebken (PM # 10)

Addendum to Existing Protocol for Child Resistant Packaging
for Products containing Fipronil

Harlz Reference #128, EPA File Symbol 2596-RAG
Hartz Reference #129, EPA File Symbol 2598-RAU
Hartz Reference #130, EPA File Symbol 2596-RAL
Hariz Reference #1371, EPA File Symbol 2596-RAA

The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094-3688 is
submitting an addendum to our existing protocol to add an-additional praduct
tube with laminate construction for testing of packaging to determine whether
packages of end-use products containing the active ingredient, Fipronil, are child

resistant.

The additional product tube with laminate construction has been included in the
protocol far child resistant packaging in the Package Description Section 2.2 2.

The Hartz Mountain Corporation is submitting the fallowing:
o Hartz Test #2278, Hartz UltraGuard Flea and Tick Topicai Treatment,
Ghild-resistant Package Test Protocol, Prepared by National Child
Resistant Tesling, Inc., Lincain, NE — 3 capies dated June 7, 2011.

If you have any gquestions or need additional information, please feel free to
contact me at {201) 271-4800, ext. 7202 or maiito;rrosenwasser@hartz com.

Sincergjy,

i

obert Rosenwasser
Director, Regulatory Affairs
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Decision #; 445037
DATA PACKAGE BEAN SHEET DP #: {388643) e

Date: 14-Apr-2011 PRIA @ L5
Page 101 e
Parent DP #:
. . ; Submission #: 889997
** * Registration Information * * * w{n‘ (o
w e
Registration: 2596-RAA - HARTZ REFERENCE #131 . ,i l/’? ol S
_{“‘,ni v .
Company: 2596 - THE HARTZ MOUNTAIN CORP, : A s 3 -4
. i ARSI LT T ke el K e T 2 g
Risk Manager: RM 10 - Richard Gebken - (703) 305-6701 Room# PY1 8.7237 [_,46
Risk Manager Reviewer: Bonaventure Akinlosoty BAKIMLOS
SentDate: Calcutated Due Date: 08-Sep-2011 Edted Bue Dater.

Type of Registration: Product Regsstration -~ Section 3

Action Desc. (R310) NEW PRODUCT NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT CHEMIST

Ingredients: 129121, Fipronil{8.8%]

105402, S-Methoprene(t1.8%) . . . . . . _. e .
*** Data Package Information * * *
Expedite: {  Yes @ No Date Sent: 14-Apr-2011 Due Back:
DP Ingredient. 108402, S-Methoprene
129127, 1 I _
OP Title: Efficacy I o .
CSF Included: @ Yes () No Label Included: 4 Yes () Ne FarentOP®
Assigned To_ . bateln  DateOut
Organization. RO/ B o o LlastPossible Science Due Date: D9-Aug-2011

Team Mame: E_Effzcan:}fiaj__ ) Science Due Date:

Reviewer Name: ‘M(ﬁﬂt(f; .. swDaaPscksgeDueDate:

Contractor Name: o

*** Studies Sent for Review ** *

No Studies

*** Addifional Data Package for this Decision ™ ™**

Can be printed on i{s own page

*** Data Package Instructions * * *
For your review: An R310

Thix, B.A (703-805-0853)
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483792.00

THE HARTZ MOUNTAIN CORPORATION, 400 PLAZA DRIVE, SECAUCUS, NEW JERSEY 07054 201/271-4460
REGULATORY AFFAIRS

February 7, 2011

Document Frocessing Desk (APPL)
Office of Pesticide Programs (7504P)
US Environmental Protection Agency
Room $-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attention:  Mr. Richard Gebken (PM # 10}
RE: HARTZ REF #128, EPA Reg. No. 2596-RAG
HARTZ REF #129, EPA Reg. No. 2596-RAU
HARTZ REF #130, EPA Reg. No. 2596-RAL
HARTZ REF #131, EPA Reg. No. 2596-RAM

PRIA CODE = R310

Dear Mr. Gebken:

The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094-3688 is
filing this application 1o register 4 new products that are based on the Cite-All
Method of Support from Merial.

A complete Transmittai Document is attached which states all the documents
that are being submitted in support of this registration.

A check for $19,228 is also enclosed fo cover the application fees for the 4 new
products and is submitted under PRIA Code R310,

if you have any questions or need any additional information, please feel free 1o
call me at {201) 271-4800, ext. 7202 or mailto:rrosenwasser@hartz.com.

Sincerely yours,

it
-

Director, Regulatory Affairs
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2,

3.

TRANSMITTAL DOCUMENT

. NAME AND ADDRESS OF SUBMITTER

The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094

REGULATORY ACTION IN SUPPORT OF WHICH THESE PACKAGES ARE SUBMITTED
Applications for Registrafion of 4 new products containing:
Fipronil; Hartz Reference #128, EPA File Symbol 2536-RAG
Fipronil; Hartz Reference #129, EPA File Symbol 2596-RAU
Fipronif and (S)-Methoprene; Hartz Reference #130, EPA File Symbol 2596-RAL
Fipronil and (S}-Methoprene; Hartz Reference #131, EPA File Symbol 2596-RAA

TRANSMITTAL DATE February 7, 2011

LiST OF SUBMITTED DOCUMENTS
For Reference #128, EPA File Symbol 2586-RAG
VOLUME 1 Product Chemistry Self-Certification {3 copies)

VOLUME 2 Product Chemistry (3 copies)
Product [dentity and Composition,
Analysis, Certification of Ingredients
Manufacturing Process
Discussion of Impurities
Confidential Statement of Formula

VOLUME 3 Product Chemistry: (3 copies)
Enforcement Analytical Method
Method is also applicable o Hartz Reference #129, EPA File

Symbol 2596-RAU

For Reference #129, EPA File Symboi 2596-RAU
VOLUME 1 Product Chemistry Self-Certification, (3 copies)

VOLUME 2 Product Chemistry (3 copies)
Product [dentity and Composition,
Analysis, Certification of Ingredients
Manufacturing Process
Discussion of impurities _
Confideniial Statement of Formuta

VOLUME 3 Product Chemistry: : {See above)
Enforcement Analytical Method

50



For Reference #130, EPA File Symbol 2506-RAL
VOLUME 1 Product Chemistry Self-Certification, (3 copies)

VOLUME 2 Product Chemistry {3 copies)
Product Identity and Composition,
Analysis, Certification of Ingredients
Manufacturing Process
Discussion of Impurities
Confidential Statement of Formula

VOLUME 3 Product Chemistry: (3 copies)
Enforcement Analytical Method
Method is also applicable to Hartz Reference #131, EPA File

Symbol 2596-RAA

For Reference #131, EPA File Symbaol 2596-RAA

1378201 VOLUME 1 Product Chemistry Self-Certification (3 copies)

378202 VOLUME 2 Product Chemistry (3 copies)
Product [dentity and Composition,
Analysis, Cenriification of Ingredients
Manufacturing Process
Discussion of impurities
Confidential Statement of Formula

VOLUME 3 Product Chemistry: (See above)
Enforcement Analytical Methad

For each application, the following documents are submitted:
Completed Application Form (8570-1)

Data Matrix

Certification with Respect to Citation of Data (8570-34)
‘Data Matrix listing company that is ulilized in cite-all method.

Completed Confidential Statement of Formulas (One loose copy and one copy in Vol. 2
Product Chemistry)

6. Product iabels, 6 copies each.
7. Check in the amount of $19,228 for 4 applications, PRIA Code R310.

O WM -

5. COMPANY OFFICAL Robert Rosenwasser, Director, Regulatory Affairs

6. SIGNATURE

7. PHONE 201-271-4800, ext. 7202
51
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Farm Approved OME o, 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this coliection of mformation is estimated to average 0.25 hours per response for regisiration activifies and ¢.25
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the

hurden estimate or any other aspect of this collection of information, including suggestions far reducing the burden to Director: OPPE [nformation Managerment Division {214137) U.S.
Environmenizl Protection Agency, 401 M Stree{, S.W_, Washington, DC 204680. Do not send tha form to this address,

DATA MATRIX

Robert Rosenwasser

Director, Regulatory Affairs

Febraary 4, 2011

Daie  February 4, 2011 EPA Reg. No. 2506-RAA Page 1 0f 2
Applicanys/Registrants Nams & Address: Hartz Mountain Corporation, 400 Plaza Dr., Product
Secaucus, NJ 07004 Hartz Reference #131
Ingredient Fiproni, (S)-methoprene =
Guideline Referance Number | Guideline Study Name MRID Number Sutrmitter Status Note
8301550 Product identification and composilion submitied Hartz Qwn
830-1600 Begirning matenals } submitted Hartz COwn
830-1650 Description of fomulation process Submitted Hartz Own {
830-1670 Formation of impurities submitted Hartz Own
g30-1750 Cedified limits submitted 1 Harz Qwn
830-1800 Enforcement analytical method submitted Hariz Own
8§30-6302 Coflor submitied Hartz Own Self-ceriification
230-63C3 Physical _state subrnitted Hartz Own Setf-cedification
830-5304 Odor submitted Hartz O Seif-cerification
830-6314 Oxidation/Reduction Waiver Hastz Own Self-cedification B
830-8315 - - \Flammabiity submitied Hartz Own Seff-certification
g 8305315, ", . Explodability Waiver End use product is not polentially explosive.
830-6317 Starage stability To be submitied Hartz Own in progress
‘ BI0-631 9’:’“ P Waiver End use product is not to he diluted with petroleum solvents.
Signaturz -/, /J N Name and Title Date
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Form Bpproved QMR No. 2079-0060

Senick UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 howrs per response for registration activities and 0.25 '

hiours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the.

burden estimate or any other aspect of this coflecton of information, including suggestions for reducing the burden to Director, OPPE Information Managemant Division (2137} U.S.

Enviranmental Protection Agency, 401 M Street, SW ., Washington, DT 20460. Do not send the form fo this address.

DATA MATRIX
Date  February 4, 2011 EPA Reg. No. 2506-RAA Page 2 of 2
Apphcant’s:‘Reglatrant’s Name & Addrass: Hartz Mountain Corporation, 400 Plaza Dr., Froduct
Secaugus, NJ 07094 Hartz Reference #131
Ingredient Fipronil, {S}-methoprene
k]
Guideline Reference Number Guidetine Study Name MRID Number Submitter Status Note
530-6320 Corrosion characteristics To be submitted Hartz Own In progress
830-8321 Diedectric bieakdowm voltage Waiver End use product is not to be used around elecliical equipment.
B30-7000 pH Waiver End use product is nol 1o be dispersed with water.
830-7100 Visaosity submitted Harkz Own | Seli-certitcation
. submitted N
830-7300 Density _ Hartz Own Self-certification
Name and Title Dato i
Robert Rosenwasser
- | Director, Regulatory Affairs February 4. 2011
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&
a UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW.
WASHINGTON, D.C. 20460

Farm Approved OMB No. zmu-mm—]

Environmertal Pratection Agency, 401 M Straet, S.W., Washingtor, DC 20460. Da net send the form fo this address,

Paperwork Reduction Act Notice; The pubiic reporting burden for this collection of information is esfimated to average 0.25 hours per response for registration activities and 0.25 -
hours per response for reregistration and special review activities, including time for reading the instriction and completing the necessary forms. Send comments regarding the
burden estimate or any other aspect of this collection of infarmation, Including suggestions for reducing the burden to Director: OPPE Information Management Division {2137) U.S.

DATA MATRIX 1
Date  February 4, 201 EPA Reg. No. 2595-RAA } Page 1 of 1
Applicant’s/Registrant’s Name & Address: Hartz Mountain Corporation, 400 Plaza Dr., Product
Secaucus, NJ 07004 Hartz Reference #131
ingredient Fipronil, {S}methoprene _
Guideiine Reference Number | Guideline Study Name MRID Number Submitter Status Note
1am using the cite-all methad of support, ' B

and have inctuded with this form a list of

S

companies sent offers of compensation.

MERIAL, EPA Co. No. 65331
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Hartz ® Reference #131 February 4, 20114

EPA Reg. No.: 2596-RAA
MASTER LABEL- -

Hartz® Reference # 131

Alternate Brand Ngmes

Hartz® UltraGuard Plus® Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® UllraGuard Pro® Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® UltraGuard Max™ Flea (and) (&) Tick Topical Treatment for Cats (& Kitiens)

Hartz® InControl Advanced® Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® InControl Max™ Flea (and) (&) Tick Topical Treatment for Cats (& Kiitens)

Revo™ Advanced™ Flea (and} (&) Tick Topical Treatment for Cats (& Kitiens)
Hartz® Revo Advanced™ Flea (and) {&) Tick Topical Treatment for Cats (& Kittens)

Hartz® Pro Force™ Dual Action Topical Treatment for Cats (& Kittens)
Hartz® FieldForce™ Dual Action Topical Treatment for Cals (& Kittens)
Hartz® First Defense™ Dual Action Topical Treaiment for Cals (& Kitlens)

Hartz® Pro Force™ for Cats (& Kittens)

Hartz® FieldForce™ for Cats (& Kitiens)

Hartz® First Defense™ for Cats (& Kitiens)

Hartz® Ultra(Guard Plus® Flea (and) (&) Tick Topical Solution for Cats (& Kittens)
Hartz® UltraGuard Pro® Flea (and) (&) Tick Tepical Solution for Cats (& Kitlens)
Hartz® UltraGuard Max™ Flea (and) {&) Tick Topical Solution for Cats (& Kitiens)
Hartz® InConirel Advanced® Flea (and} (&) Tick Topical Solution for Cats (& Kittens)
Hartz® InControl Max™ Flea (and) (&) Tick Topical Solution for Cats (& Kittens)
Revo Advanced™ Flea {and) (&) Tick Topical Solution for Cats (& Kittens)

Hartz® Revo Advanced™ Flea (and) (&) Tick Topical Solution for Cats (& Kittens)
Hartz® Pro Force™ Dual Action Topical Selution for Cats (& Kittens)

Hartz® FieldForge™ Dual Action Topical Solution for Cals (& Kitiens}

Hartz® First Defense™ Dual Action Topical Solution for Cats (& Kittens)
FieldForce™ Dual Action Topical Treatment for Cats (& Kittens)

First Defense™ Dual Action Topical Treatment for Cats (& Kittens)

FieldForce™ for Cals (& Kitlens)

First Defense™ for Cats (& Kittens)

FieldForce™ Dual Action Topical Solution for Cats {& Kiitens)

First Defense™ Dual Action Topical Selution for Cats (& Kittens)

ACTIVE INGREDIENTS: o
Fipronl. ... e 9.50%
(S IMETROPICIIC. . . e it it et et vt cr e e e m e et et cn e e e et 11.80%
OTHER INGREDIENTS ... i 18.00%
O T AL Lo e e e e e 100.60%

Page 1 of &
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Hartz ® Reference #131 February 4, 2011

EPA Reg. No.: 2596-RAA
MASTER LABEL- -

KEEP OUT OF REACH OF CHILDREN
CAUTION:! Sccback panel for additional precautionary statements.

NET CONTENTS: Contains (number} tubes, each __ fl. oz. {__ml)

EPA Reg. No. 2596-RAA
EPA Est. No.

Hartz® and other trademarks are trademarks of The Hartz Mountain Corporation.
Made by The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094 (TU.S.A)

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS. CAUTION.
Harmful if swallowed. Causes eye imitation. Avoid contact with skin, eyes or ¢lothing. Wash

thoroughly with soap and water afier handling.

HAZARDS TO DOMESTIC ANIMALS.
For external usc only. Do not use on kittens under § weeks of age. Individual sensitivities,

while rare, may occur after using any pesticide product. Pets may experience somc iemporary
irmtation at the site of product application. If signs persist, or become more severe within a few
days of application, consult a veterinarian immediately. Certain medications can inferact with
pesticides. Consult a veterinarian before using on medicated, debilitated or aged animals. Call

1-RB00-275-1414 for 24-hour assistance.

PHYSICAL OR CHEMICAL HAZARDS
COMBUSTIBLE: Do not use or store near heat or open flame.

FIRST AID _
Have the product container or label with you when calling a poison control center or doctor, or

going for treatment. For additional information on this pesticide product (including health
concerns, medical emergencies or pesticide incidents, you may call 1-800-275-1414,

IF SWALLOWED: Call a poison confrol center or doctor immediately fu1 acatment advice.
Have person sip a glass of water if able to swallow. Do not induce vomiting unless told to do so
by a poison control center or doctor. Do not give anything by mouth to an unconscicus person.

Optional/alternate text in parcntheses or brackets Page 2 0f 9 56



Hartz ® Reference #131 February 4, 2011
EPA Reg, No,.: 2596-RAA
MASTER LABEL- -

IF IN EYES: Flush eyes with plenty of water. Call a doctor if irritation persists.

IF ON SKIN OR CLOTHING: Wash with plenty of soap and water. Get medical attention if
irrttation persists.

DIRECTIONS FOR USE
It is a violation of Federal Law to use this product in 4 manner inconsistent with its labeling. Do

not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR PET READ
ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. FGLLOW ALL DIRECTIONS
AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON CATS ONLY. DO NOT
USE ON RABBITS. DO NOT USE ON OTHER ANIMALS.

To kill fleas, all stages of brown dog ticks, American dog ticks, lone star ticks, and deer ticks
[which may carry Lyme disease], chewing lice and mosquitoes, apply to cats and kittens {8
weeks or older] as follows:

[USE DIRECTIONS HERE)

(The application steps below may optionally be numbered or buileted to clanify the order,
depending on the final physical layout of the Jabel)

[Option 1 capped tube]

Remove one applicator tube from the package and hold in an upright position (pointed away
from your face). Pull off cap. Tumn the cap around and place on top of fube. Simply press cap
down to break the scal of the tube. Remove cap carefully. Position the tip of the tube on the cat’s
back between the shoulder blades. Use the tip of the tube to part the cat’s hair so that the product
will be applied at skin level. (Do not bathe your cat 48 hours prior to application.) Squecze
applicator, applying entire contents in a single spot on the animal’s skin. Scparate freated cat
from other (dogs and cats) (pets) for 24 hours afler treatment has been applied, Repeat every

month.

[Option 2 applicator tube]
Remove one applicator tube from the package and hold in an upright position pointed avay from

your face. Twist dispensing tip clockwise about % turn while pushing down to bresk the tubs’s
seal. Do not remove the dispensing tip. Position the dispensing tip on the cat’s back between the
shoulder blades. Use the dispensing tip of the fube to part the cat’s hair so that e product will
be applied at skin level. (Do not bathe your cat 48 hours prior to application.} Squceze
applicator, applying entire contents in a single spot on the amimal’s skin. Separite weated cet
from other (dogs and cats) (pets) for 24 hours after treatment has been applied. Repeat svery

month.

_ Page 3 of' 9
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PRODUCT NAME conlains Fipronil and the insect grown regulatory (IGR) (S)-Methoprene.
PRODUCT NAME cffectively targets all stages of fleas. Fipronil collects in the oils of the skin
and hair follicles, and continues to be released from hair follicles onto the skin and coat, resulting

11 fong-lasting activity against fleas, ticks, chewing lice and mosquitoes.

PRODUCT NAME can also be used for the treatment and control of mosquitoes, and flea, fick
and chewing lice infesiations on breeding, pregnant and lactating queens,

FREQUENCY OF APPLICATION

When used monthly, PRODUCT NAME completely breaks the flea life cycle and controls tick
and chewing lice infestations. Research demonstrates that PRODUCT NAME kills adult fleas,
flea eggs, and flea larvae for up to six weeks. PRODUCT NAME also prevents development of
all flea stages for up to six weeks. PRODUCT NAME kills ticks for a least one month. A once
monthly application is recommended where tick control 1s needed.  Although PRODUCT
NAME can confrol fleas for up to six weeks, if there is @ high risk of reinfestation or if the pet
has fleas which may causc fiea allergy dermatitis, a once monthly application may be needed,

With 2 monthly application of PRODUCT NAME kills mosquitoes within 24 hours for up lc 14
days and within 48 hours for up to 28 days.

PRODUCT NAME remains cffective even after bathing, water immersion, or exposure to
sunlight. Avoid contact with treated area until dry. Do not reapply PRODUCT NAME for 30

days.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.

STORAGE. Store unused product in original container, cut of reach of children and animals.

PESTICIDE DISPOSAL. If partly fillet: Call your local solid waste agency or 1-800-
CLEANUP for disposal instructions. Never place unused product down any indoor or ouldoor

drain.

CONTAINER DISPOSAL. If empty: Do not reuse this container. Place in trash or offei for
recycling if available. o

For more information call our (flea and tick) experts at 1-800-275-1414 (wee‘kdéﬁ*s, 9am -5 pm
ES.T} o

INDIVIDUAL TUBE TEXT

Page 4 of 9
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Product Name

Active Ingredients:
Fipronil 9.8%. (3)}-Methoprene 11.8%

Keep Qut of Reach of Children
Caution
Read accompanying label before use

EPA Reg. No. 2596-RAA
EPA Est. No.

Product Name can also be used for the treatment and control of mosquitees, and flea, tick and
chewing lice infestations on brecding, pregnant and lactating quecns.

Product Name contains Fipronil and the insect growth regulator {IGR) (S)-Methoprene. Product
Name effectively targets all stages of fleas, Fipronil collects in the oils of the skin and hair
follicles, and continues to be released from hair follicles onto the skin and coat, resulting in long-

lasting activity against fleas, ticks, chewing lice and mosquitoes.

-Stops and prevents infestations
Kills adult fleas, flea eggs, and flea larvae

Prevents all flea stages (egps, larvae, pupac) from developing
Kiils fleas which may causc flea allergy dermatitis

Kiils all stages of Deer Ticks {which may carry Lyme discase), Brown Dog Ticks, American
Dog Ticks, and Lone Star Ticks

Kills mosquitoes

Prevents and controls reinfestations

Rapidly eliminates infestations with chewing lice

Can also be used on breeding, pregnant and lactating queens
Fast-acting

Long-lasting

Waterproof

Convenicnt to Use

[Aduit Flcas] .
Kills Fleas (that may transmit tapeworms) (for} (28 days) {30 days) {1 month) (4 weeks) {on

cats})

Kills (Adulf) Fleas tforup-to-3-months)

Kiils fleas that may cause (flea allergy dermatitis) (and) {flea bite ancmia) (for) ()8 days} (30

days) (1 month} (4 weeks) E=monthsy (on cats)
Kills newly cmerged aduit Fleas before they lay eggs
If there is a high risk for flea reinfestation, a once a month application may be needed
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Stops existing infestations
Prevents cstablishinent of new infestations

[Flea Eggs]
Kills Flea Eggs (and Flea Larvae) (for) (28 days) (30 days) (1 month) (4 weeks)
Prevents Flea Eggs from hatching

{ Ticks]

Kiils Ticks {for) (28 days) {30 days) (1 month) {4 weeks)

Kills {ali stages of ) Brown Dog Ticks, American Dog Ticks, Lone Star Ticks and Deer Ticks
(for) (28 days) (30 days) (! month) (4 weeks)

Kills (all stages of) Deer Ticks {that may carry Lyme disease) {for) (28 days) (30 days) {1
month} (4 weeks) {on cats)

Kiiis all hiting stages of ticks

Kills adujt (brown dog) (deer) ticks, nymphs and larvae

Kills Ticks including those that may transmit Lyme diseasc

{Lice & Mange]
Rapidly eliminates chewing lice infestations
Aids in Control of sarcoptic mange infestations

[ Maltiple]
Kiils Fleas, Ticks, Flea eggs, Chewing Lice, (Flea larvae)
Kills Fleas, Ticks, Flea eggs, (Flea larvae) {through contact) (for) (28 days) (30 days) (1 month)

{4 weeks)
Kills Fleas, Ticks, Flca Eggs, (Flea larvae), {Chewing lice) (through contact) {for) (28 days) (30

days) (1 month) (4 weeks)
Kilis Fleas, Ticks, Flea eggs, (Flea larvae) {after contact} (for) (28 days} (30 days) {1 month) (4

weeks)
Prevents development of all flea stages for up to 3 months.
Kills adult Fleas, Flea Eggs and Larvae (for up to threc months)

Kills Fleas, Brown Dog Ticks, Deer Ticks, Flea Eggs, (Flea larvae) (afier contact) (for) (28 days)

{30 days} (! month) {4 weeks)
Controls Flea and Tick infestations (on cats) (for) (28 days) (30 days) {1 month) {4 weeks)
Provides fast, effective and convenient treatrment and control of fleas, ticks, chewing licc A

mosquitoes {for cats and kittens)

Helps prevent re-infestation of fleas and ticks (for) (28 days) (30 days) (I month) (4 wecks)
Helps prevent flea and tick re-infestation (for) (28 days) (30 days) (1 month) 14 wesks)
Kills flea eges and flca larvae to help prevent future re-infestations

Kilis all stages of the flea life cycle

Breaks the flea life cycle
Prevents all flea stages {eggs, larvae, pupae) from developing
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[Mosquitoes]
Kilis mosquitocs within 24 hours for up to 7 days, and within 48 hours for up fo 28 days.

Kills Mosquitoes that may transmit West Nile virus (for) (28 days)(1 month) {4 weeks)on cats)
Kills Mosquitoes that may transmit heartworm (for) (28 days)(] month) (4 wecks){on cats)

Controls flea and tick infestations
Once-a month Flca and Tick (Prevention) {Treatment) (Control) (Solution)

Monthly Flea and Tick (Prevention) (Treatment) (Control) (Solution)

(28 day) (30 day) (1 month) (4 wcek} Fleca and Tick (Prevention) (Treatment) (Control)
(Solution)

Prevents flea eggs from developing into biting adults (for) (up to) (30 days) (1 month) (4 wecks}
Gentle protection for cats (and kittens)

Quick drying (formula)

Dinies quickly

Stays on and doesn’t rub off

Spreads with cat’s natural skin oifs

Kills fleas for 30 days {1 month) (4 weeks)

Stops and prevents infestations

Prevents re-infestation

Prevents and controls re-infestation(s)

Rapidly eliminates fleas

Fast acting

Long lasting

Effective and convenient topical treatment

Kills fleas (and ticks) through (after) contact

(With) patented applicator

{With) patent pending applicator

Waterproof

Easv spot on topical applicator

Do not reapply product for 30 days

Remains effective even after bathing, water immersion, or exposure to sunlight

(Product Name) remains effcctive even after bathing, water imimersion, or exposure 1o sunlight.
Avoid contact with treated area until dry.

Can also be used on breeding, pregnant and lactating queens

Convenient to use

Contains Fipronil and the insect growth regulator (IGR) (S)-Methoprene. (product name) .
effectively targets all stages of fleas. Fipronil collects in the oils of the skin and hair follicles,
and continues o be released from hair follicles onto the skin and coat, resulting in Jong-Tsting

activity against fleas, ticks and chewing lice.
New (Formula) {claim to be remeoved after 6 months)

Contains Fipronil and (S)-Methoprene (, the active ingredients used in Frontline Plus ®).
(Brand name) is not manufactured by or distributed by Merial. Frontline Plus® is a registored

trademark of Merial.
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Compare to Frontline Plus®

For cats and kittens 8 wecks of age or older
Specially formulated for cats and kitlens

NON-PESTICIDE RELATED CLAIMS AND OTHER OPTIONAL TEXT
¥ dose, 2" dose, 3™ dose (X™ dose)
First meonth, second mouth, third month {Xth month)
X-pack
X-tubes
Value pack
X month supply
X monthly treatment(s}
Fragrance-free
Unscented
Fresh (scent) (fragrance)
Powder {scent) (fragrance)
Pleasant {scent) (fragrance)
Spring Fresh Scent
Conventent (easy to use) applicator
X Pro-cision Flo® Apésiicator(s}
With Pro-cision Flo™~ Applicator

Featuring Pro-cision Flo® Applicator (for easy application )
Direct to your cat’s skin

Easy (simple) to use (handle) (apply)

{Featuring the) (with) EZC™ ube

(Featuring the) (with) EZ2C™ tube

(Featuring the) (with) EZView™ tube

(Featuring the) (with) EZView™ tube

(Featuring the} (with) Clearview™ tube

(Featuring the) (with) Clearview™ tube

(Clearview™) (EZC™) (EZ2C™) (EZView™) tube (visually) ensures ali product has been

dispensed
(Clearview™) (EZC™) (EZ2C™) (EZView™) tubes give you the assurance all the product has

been applied .

After application, the freated area may appear wet (or) (oily) for up to 24 hours

You may bathe your cat 48 hours after application

To help remind you when you iast applied treatment, simply write in the date whei each dose is
applied: '
First Dose
SecondDose
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Third Dose
¥th Dose

Hariz® and other trademarks are trademarks of The Hartz Mounfain Corporation
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ﬁartz® Reference # 131

Alternate Brand Names

Hartz® UltraGuard Plus® Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® UltraGuard Pro® Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® UltraGuard Max™ Fica (and) (&) Tick Topical Treatment for Cats (& Kittens)

Hartz® InControl Advanced® Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)
Hartiz® TnControl Max™ Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)

Revo™ Advanced™ Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® Revo Advanced™ Flea {and) (&) Tick Topical Treatment for Cats (& Kittens)

Hartz® Pro Force™ Dmal Action Topical Treatment for Cats (& Kittens)
Hartz® FicldForce™ Dual Action Topical Treatment for Cats {& Kittens)
Hartz® First Defense™ Dual Action Topical Treatment for Cats (& Kitiens)

Hartz® Pro Force™ for Cats (& Kittens)

Hartz® FieldForce™ for Cats (& Kittens)

Hartz® First Defense™ for Cats (& Kittens)

Hartz® UltraGuard Plus® Flea {and) (&) Tick Topical Solution for Cats (& Kittens)
Hartz® UltraGuard Pro® Flea (and) (&) Tick Topical Soluiion for Cats (& Kitiens}
Hartz® UltraGuard Max™ Flea (and) (&) Tick Topical Solution for Cats (& Kittens)
Hartz® InControl Advanced® Flea (and) (&) Tick Topical Selution for Cats (& Kittens)
Hartz® InControl Max™ Flea (and) (&) Tick Topical Solution for Cats (& Kiltens)
Revo Advanced™ Flea (and) (&) Tick Topical Solution for Cats (& Kiftens)

Hartz® Revo Advanced™ Flea (and) (&) Tick Topical Solution for Cats (& Kittens)
Hartz® Pro Force™ Dual Action Topical Solution for Cats (& Kittens)

Hartz® FieldForce™ Dual Action Topical Solution for Cats (& Kittens)

Hartz® First Defense™ Dual Action Topical Solution for Cats (& Kittens)
FicldForce™ Dual Action Topical Treatment for Cats {& Kitiens)

First Defense™ Dual Action Topical Treatment for Cats (& Kittens)

FicldForce™ for Cats (& Kittens)

First Defense™ for Cats (& Kittens)

FicldForce™ Dual Action Topical Solution for Cats (& Kittens)

First Defense™ Dual Action Topical Solution for Cats (& Kittens)

ACTIVE INGREDIENTS:

|23 3) o0 )| 1 N 9.3
(S)-MEthODICNE ... iriiis e e e ea e 11.80%
OTHER INGREDIENTS e 18.40%
O AL L 100.00%
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KEEP OUT OF REACH OF CHILDREN
CAUTION? See back panel for additional precautionary statements.

NET CONTENTS: Contains (number) tubes, each

EPA Reg. No. 2596-RAA
EPA Est, No.

Hartz® and other trademarks are trademarks of The Hartz Mountain Corporation.
Made by The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094 (1).5.A)

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS, CAUTION,

Harmful if swallowed. Causes eye immitation. Avoid contact with skin, eyes or clothing. Wash
thoroughiy with soap and water after handling,

HAZARDS TO DOMESTIC ANIMALS.

For external use only. [Jo not use on kittens under 8 weeks of age. Individual sensitivities,
while rare, may occur after using any pesticide product. Pets may experience some temporary
irritation at the site of product application. If signs persist, or become more severe within a few
days of application, consult & veterinarian immediately, Certain medications can interact with
pesticides. Consult a veterinanian before using on medicated, debilitated or aged animals, Call
1-800-275-1414 for 24-hour assistance.

PHYSICAL OR CHEMICAIL HAZARDS
COMBUSTIBLE: Do not use or store near heat or open flame.

FIRST AlID

Have the product container or label with vou when calling a peison contrel center or dosor, or
going for treatment. For additional information on this pesticide produet (including hecalth
concerns, mexlical emergencies or pesticide incidents, you may call 1-860-275-1414.

IF SWALLOWED: Call a poison control center or doctor immediately for treatment advice.
Have person sip a glass of water 1f able 1o swallow, Do not induce vomiting unless told o do so
hv a poison contrel center or dector. Do not give anything by mouth to an unconscious person,
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IF IN EYES: Flush eyes with plenty of water. Call a doctor if irritation persists.

I¥ ON SKIN OR CLOTHING: Wash with plenty of soap and water. Get medical attention 1f
irrtation persists.

DIRECTIONS FOR USE

It i3 a violation of Federal Law to use this product in a manner inconsistent with iis labeling. Do
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR PET READ
ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS
AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON CATS ONLY. DO NOT
USE ON RABBITS. DO NOT USE ON OTHER ANIMALS.

To kill fleas, all stages of brown dog ticks, American dog ticks, lone star ticks, and deer ticks
[which may carry Lyme disease}, chewing lice and mosquitoes, apply 1o cats and kittens [8
weeks or older] as follows:

[USE DIRECTIONS HERE]

(The application steps below may optionally be numbered or hulleted fo clarify the order,
depending on the final physical layout of the label)

A MM B At B W N L R N |

&) Remove one applicator
tube from the package and
hald in an upright position
pointed away from your
face.

€) Twist dispensing tip
clockwise about ¥4 turn
while pushing down to
break the tuhe’s seal.
Do not remove the
dispensing tip.
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3. Position the dispensing tip on the cat’s back between the shoulder biades. Use the
dispensing tip of the tube to part the cat’s hair so that the product will be applied at skin
level. Squeeze applicator, applying entire contents in a single spot on the animal’s skin.
Separate treated cat from other (dogs and cats} (pets) tor 24 hours after treatment has
been applied.

4, Repeat every month.

PRODUCT NAME contains Fipronil and the insect grown regulatory {(IGR) (8)-Mcthoprene.
PRODUCT NAME effectively targets all stages of fleas. Fipromil collects in the oils of the skin
and hair follicles, and continues 1o be relcased from hair follicles onto the skin and coat, resulting
in long-lasting activily agatnst fleas, ticks, chewing lice and mosquitoes.

PRODUCT NAME can also be used for the treatment and control of mosquitoes, and flea, tick
and chewing lice infestations on breeding, pregnant and lactating queens.

FREQUENCY OF APPLICATION

When used monthly, PRODUCT NAME completely breaks the flea life cycle and controls tick
and chewing lice infestations. Rescarch demonstrates that PRODUCT NAME kills adult ficas,
flea cggs, and flea larvae for up to six weeks. PRODUCT NAME also prevents development of
all flea stages for up to six weeks. PRODUCT NAME kills ticks for a least one month. A once
monthly application is recommended where tick control is needed. Although PRODUCT
NAME can control flcas for up to six weeks, if there s a high risk of reinfestation or if the pet
has fleas which may cause flea allergy dermatitis, a once monthly application may be needed.

With a monthly application of PRODUCT NAME kills mosquitoes within 24 hours for up to 14
days and within 48 hours for up to 28 days.

PRODUCT NAME remains effective even after bathing, water immersion, or exposure fo
sunlight. Avoid contact with treated arca uantil dey. Do not reapply PRODUCT NAME for 30
days.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.

STORAGE. Store unused product in original container, out of reach of children and animals.

PESTICIDE DISPOSAL. If partly filled: Call vour local solid waste agency or 1-500-
CLEANUP for disposal instructions.  Never place unused product down any indoor or putdoor
drain.

CONTAINER DISPOSAL. If empty: Do not reuse this containcr. Place in trash or o.f“fcr for
recycling 1f available,

Optional/alternale text in parcntheses or brackets Page 4 of 8 67



Hartz ® Reference #131 February 4, 2011
EPA Reg. No.: 2596-RAA Revised March 27,2012
MASTER LABEL-~ -

For more information call our (flea and tick) experts at 1-800-275-1414 (weeckdays, 9 am ~ 5 pm
ES.T) '

INDIVIDUAL TUBE TEXT

Product Name

Active Ingredients:
Fipronil 9.8%, (S)-Methoprene 11.8%

Keep Out of Reach of Children
Caution
Read accompanying label before use

EPA Reg No, 2596-RAA
EPA Est. No.

Product Name can also be used for the treatment and control of mosquitoes, and flea, tick and
chewing lice infestations on breeding, pregnant and lactating queens.

Product Name containg Fipronil and the insect growth regulator (IGR) (S)-Methoprene. Product
Name effectively targets ail stages of fleas. Fipronil collects in the oils of the skin and hair
follicles, and continucs to be rcleased from hair follicles onto the skin and coat, resulting in long-
lasting activity against fleas, ticks, chewing lice and mosquitoes.

Stops and prevents infestations

Kills adult flcas, flea cggs, and flea larvae

Prevents all flea stages (eggs, larvae, pupae) from devcloping
Kills fleas which may cause flea allergy dermatitis

kills all stages of Deer Ticks {which may carry Lyme disease), Brown Dog Ticks, American
Dog Ticks, and Lone Star Ticks

Kills mosquitocs

Prevents and controls reinfestations

Rapidly climinates infestations with chewing lice

Can also be used on breeding, pregnant and lactating queens
Fast-acting

Long-lasting

Waterproof

Convenient to use

[Adult Fleas]
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Kills Fleas (that may transmit tapeworms) {{or) (?8 days) (30 days) (1 month) (4 weeks) (on
cats)

Kills {Adul{} Fleas (for up to 3 months)

Kills fleas that may cause (flea allergy dermatitis) (and) (flea bite anemia) (for) (28 days) (30
days) {1 month} (4 weeks) (3 months} (on cats)

Kills newly emerged adult Fleas before they lay eggs

If thete is & high risk for flea reinfestation, a once a month application may be needed

Stops existing infestations

Prevents establishment of new infestations

[Flea Eggs]
Kills Flea Eggs (and Fiea Larvae) (for) (28 days) (30 days) (1 month) (4 weeks)
Prevents Flea Eggs from hatching

[Ticks]

Kills Ticks (for) (28 days) (30 days) (1 month} (4 weeks)

Kills (all stages of } Brown Dog Ticks, American Dog Ticks, Lone Star Ticks and Deer Ticks
(tor) (28 days) (30 days) (1 month) (4 weeks)

Kills (all stages of) Deer Ticks (that may carry Lyme disease) (for} (28 days) {30 days) (!
month} (4 weeks) {on cats})

Kills all biting stages of ticks

Kills adult (brown dog) (deer) ticks, nymphs and larvae

Kills Ticks including those that may transmit Lyme disease

{Lice & Maunge]
Rapidly eliminates chewing lice infestations
Aids in Control of sarcoptic mange infestations

{Multiple]

Kills Fleas, Ticks, Flea eggs, Chewing Lice, {(Flea larvae})

Kills Fleas, Ticks, Flea eggs, (Flea larvae) (through contact) {(for) (28 days) (30 days} (1 month)
{4 weeks)

Kills Fleas, Ticks, Flea Eggs. (Flea larvae), (Chewing lice} (through contact) {for) (28 days} (30
days} (I month) (4 weeks)

Kills Fieas, Ticks, Flea eggs, (Flea larvae) (after contact) (for) (28 days) (30 days) (1 momu) {4
weeks)

Prevents development of all flea stages for up to 3 months.

Kills adult Fleas, Flea Eggs and Larvae (for up to three months)

Kills Fleas, Brown Dog Ticks, Deer Ticks, Flea Eggs, (Flea larvae)} {after contact} (for) (28 days)
(3G days) (1 month) {4 weeks)

Controls Flea and Tick infestations {on cats} (for) (28 days} (30 days) (1 month) (¢ weeks)
Provides fast, effective and convenient treatment and controi of fleas, ticks, chewing lice and
mosquitoes (for cats and kittens)
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Helps prevent re-infestation of fleas and ticks {{or} (28 days) {30 days) (1 month) (4 weeks}
Helps prevent flea and tick re-infestation (for) (28 days) (30 days) (1 month) {4 wecks}
Kills tica eggs and flea larvae to help prevent future re-infestations

Kills all stages of the flea lifc cyclc

Breaks the flea life cycle

Prevents all flea stages (eges, larvac, pupae) from developing

TMosquitoes]

Kills mosquitocs within 24 hours for up to 7 days, and within 48 hours tor up to 28 days.

Kills Mosquitoes that may transmit West Nile virus (for) (28 days)}! month) (4 weeks){on cats)
Kills Mosquitoes that may transmit heartworm (for} (28 days)(1 month} (4 weeks)(on cats)

Controls flea and tick infestations

Dnce-z month Flea and Tick (Preveniion} (Treatment) (Control) (Solution)

Monthly Flea and Tick {Prevention) (Treatment) (Control) {Solution)

(28 day) (30 day) (1 month) (4 week) Flea and Tick {Prevention} (Trcatment) (Control)
{Soluticn)

Prevents flea egps from developing into biting adults (for) {up 10) (30 days) (1 month) (4 weeks)
Gentle protection for cats (and kittens}

Quick drying (formula}

Drics quickly

Stays on and doesn’t rub oft

Spreads with cat’s natural skin oils

Kills fleas for 30 days (1 month) {4 wecks)

Stops and prevents infestations

Prevents re-infestation

Prevents and controls re-infestation{s)

Rapidly eliminates fleas

Fast acting

Long lasting

Effective and convenient topical treatment

Kills fleas (and ticks) through (afier) contact

(With) patented applicator

(With} patent pending applicator

Waterproof

Easy spot on topical applicator

Do not reapply product for 30 days

Remains cffective even after bathing. water immersion, or exposure to sunlight

{Product Name) remains effective even after bathing, water immersion, or exposure to su.mg,lt
Avoid contact with treated avea until dry.

Can also be used on breeding, pregnant and lactating queens

Convenient to use o
Contains Fiproni] and the insect growth regulator (IGR) (S)-Methoprene. (product name)
effectively targets all stages of fleas. Fipronil collects in the oils of the skin and hair folicles,
and continues to be released from hair follicles onto the skin and coat, resulting in long-lasting
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activity against fleas, ticks and chewing lice.
New (Formula) (clain to be removed after 6 monihs)

Contains Fipronil and (8)-Mcthoprenc (, the active ingredients used in Frontline Plus ®).
(Brand name) is not manufactured by or distributed by Merial. Frontline Plus® is a registered
trademark of Merial.

Compare to Frontline Plus®

For cats and kittens 8 weeks of age or older
Specially formulated for cats and kittens

NON-PESTICIDE RELATED CLAIMS AND OTHER OPTIONAL TEXT
1 dose, 2™ dose, 3™ dose (X" dose)
First month, second month, third month (Xth month)
Valuc pack
(X) month supply
(X) monthly treatment(s)
Fragrance-frec
Unscented
Convenient (casy to use) applicator
X Pro-cision Fla® Applicator(s)
With Pro-cision Flo®Applicator

Featuring Pro-cision Fla™ Applicator {for casy application )
Direct to your cat’s skin
Easy (simple) to use (handle) (apply)

After application, the treated arca may appear wet {or) (oily) for up to 24 hours

You may bathe your cat 48 howurs after application

To help remind you when you last applied treatment, simply write in the date when cach dose is
applied:
First Dose o
Second Dose
Third Dose N
Xth Dose L

Hartz" and other trademarks arc trademarks of The Hartz Mountain Corporation

Opticnal/alternate text in parentheses ot brackets Page 8 of §



Hartz ® Reference #131 February 4, 2811

EPA Reg. No.: 2596-RAA
MASTER LABEL- -

Hartz® Reference # 131

Alternate Brand Names

Hartz® UltraGuard Pins® Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® UltraGuard Pro® Flea (and) {&} Tick Topical Treatment for Cats {& Kittens)
Hartz® UltraGuard Max™ Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)

Hartz® InControl Advanced® Flea (and} (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® InControl Max™ Flea {and) (&) Tick Topical Treatment for Cats (& Kittens)

Revo™ Advanced™ Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® Revo Advaneed™ Flea (and) (&) Tick Topical Treatment for Cais (& Kittens)

Hartz® Pro Force™ Dual Action Topical Treatment for Cats (& Kiltens)
Hartz® FieldForce™ Dual Action Topical Treatment for Cats (& Kittens)
Hartz® First Defense™ Dual Action Topical Treatment for Cats (& Kittens)

Hartz® Pro Force™ for Cats (& Kittens)

Hartz® FieldForce™ for Cats (& Kittens)

Hartz® First Defense™ for Cats (& Kittens)

Hartz® UltraGuard Plus® Flea (and} (&) Tick Tapical Solution for Cats (& Kittens)
Hartz® UltraGuard Pro® Flea (and) (&) Tick Topical Solution for Cats (& Kittens)
Hartz® UltraGuard Max™ Flea (and) (&} Tick Topical Solution for Cats (& Kittens)
Hartz® mContro! Advanced® Flea (and} (&) Tick Topical Solution for Cats (& Kittens)
Hartz® InControl Max™ Flea (and) (&) Tick Topical Solution for Cats {& Kittens)
Revo Advanced™ Flea {and) (&) Tick Topical Solution for Cats (& Kittens)

Hartz® Revo Advanced™ Flea (and) (&) Tick Topical Solution for Cats (& Kittens)
Hartz® Pro Force™ Dual Action Topical Solution for Cats {& Kittens)

Hartz® FieldForce™ Dual Action Topical Solution for Cats (& Kittens)

Hartz® First Defense™ Dual Action Topical Solution for Cats (& Kittens)
FieldForce™ Dual Action Topical Treatment for Cats (& Kittens)

First Defense™ Dual Action Topical Treatment for Cats (& Kittens)

FicldForce™ far Cats (& Kittens)

First Defense™ for Cats (& Kittens)
FieldForce™ Dual Action Topical Solution for Cats (& Kittens)

First Defense™ Dual Action Topical Solution for Cats (& Kittens) e

ACTIVE INGREDIENTS:

FIPTONIL. o e e e e derr i 9. 80%
{S)-METhODPIEBE. ..ot iiviit it et e e e e 11.80%:
OTHER INGREDIENTS ... . et ere e 18, 78.40%
TOTAL - oot oot emaees e e enn e v e e 100.60%%°
Page 1 of 8
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Hartz ® Reference #131 February 4, 2011

EPA Reg. No.: 2596-RAA
MASTER LABEL- -

KEEP OUT OF REACH OF CHILDREN
CAUTION: See back panel for additional precautionary statements.

NET CONTENTS: Contains (number) tubes, each _ fl. 0z. { ml)

EPA Reg. No. 2596-RAA
EPA Est. No.

Hartz® and other trademarks are trademarks of The Hartz Mountain Corporation.
Made by The Hartz Mountain Corporation, 400 Plaza Drive, Sccaucus, NJ 07094 (UU.S.A)

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS. CAUTION.
Harmful if swallowed. Causes eye irrifation. Avoid contact with skin, eyes or clothing. Wash

thoroughly with soap and water after handling.

HAZARDS TO DOMESTIC ANIMALS.
For external use only. Do not use on kittens under 8 weeks of age. Individual sensitivities,

while rare, may occur afler using any pesticide product. Pets may experience some temporary
irritation at the sife of product application. If signs persist, or become more severe within a few
days of application, consult a veterinarian immediately, Certain medications can interact with
pesticides. Consult a veterinarian before using on medicated, debilitated or aged animals. Call

1-800-275-1414 for 24-hour assistance.

PHYSICAL OR CHEMICAL HAZARDS
COMBUSTIBLE: Do not usc or store near heat or open flame.

FIRST AID
Have the product container or label with you when calling a poison control center or doctor, or

going for treatment. For additional information on this pesticide produci (including health
concemns, medical emergencies or pesticide incidents, you may call 1-800-275-F414.

IF SWALLOWED: Call a poison control center or doctor immediately for. frediment advice,
Have person sip a glass of water if able to swallow. Do not induce vomiting unless told :o.d¢ so
by a poison control cenicr or doctor. Do not give anything by mouth to an unconscious person,

Page2of9
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Hartz ® Reference #131 February 4, 2611

EPA Reg. No.: 2596-RAA
MASTER LABEL-~ -

IF IN EYES: Fiush eyes with plenty of water. Call a doctor if irritation persists.

IF ON SKIN OR CLOTHING: Wash with plenty of soap and water. Get medical attention if
Irritation persists.

DIRECTIONS FOR USE
It is a violation of Federal Law to use this product in a manner inconsistent with its labeling. Do

not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR PET READ
ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS
AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON CATS ONLY. DONOT
USE ON RABBITS. DO NOT USE ON OTHER ANIMALS. '

To kill fleas, all stages of brown dog ticks, American dog ticks, lone star ticks, and deer ticks
[which may carry Lyme disease], chewing lice and mosquitoes, apply to cats and Kittens [8
weeks or older] as follows:

[USE DIRECTIONS HERE]

(The application sieps below may optionally be numbered or bulleted to clarify the order,
depending on the final physical layout of the label)

{Option | capped tube]
Remove one apphicalor fube from the package and hold in an upright position (pointed away

from your face). Pull off cap. Tum the cap around and place on top of tube. Simply press cap
down to break the seal of the {nbe. Remove cap carefully. Position the tip of the tube on the cat’s
back between the shoulder blades. Use the tip of the tube to part the cat’s hair so that the product
will be applied at skin level. (Do pot bathe your cat 48 hours prior (o application.} Squeeze
applicator, applying entire contents in a single spot on the animal’s skin. Separate ireated cat
from other {dogg and cais) (pets} for 24 hours after treatment has been applied. Repeat every

month.

[Option 2 applicator tube]
Remove one apphcamr tuhe from the packd ge and hold in an Upnght position poxnted aw ay Irom

seal. Do not remove the dispensing tip. Posmon the dispensing {ip on the catu: ba X between the
shoulder blades. Use the dispensing tip of the tube to part the cat’s hair so that the product will.
be applied at skin level. (Do not bathe your cat 48 hours prior to application.) aquéeze
applicator, applying entire contents in a single spot on the animal’s skin. Separate treated cat
from ather (dogs and cats) (pets) for 24 hours after treatment has been applied. Repeat every

month.

Optional/aliernate text in parentheses or brackets Page 3 of 9 74



Hartz ® Reference #131 February 4, 2011

EPA Reg. No.: 2596-RAA
MASTER LABEL - -

PRODUCT NAME contains Fipronil and the insect grown regulatory (IGR) (S)-Methoprene.
PRODUCT NAME effectively targets all stages of fleas. Fipronil collects in the oils of the skin
and hair follicles, and continues te be released from hair follicles onto the skin and coat, resulting

in long-lasting activity against fleas, ticks, chewing lice and mosquitoes.

PRODUCT NAME can also be used for the treatment and control of mosquitoes, and flea, tick
and chewing lice infestations on breeding, pregnant and lactating queens.

FREQUENCY OF APPLICATION

When used monthly, PRODUCT NAME completely breaks the flea life cycle and controls tick
and chewing lice infestations. Research demonstrates that PRODUCT NAME kills adult fleas,
flea eggs, and flea larvae for up to six weeks. PRODUCT NAME also prevents development of
all flea stages for up to six weeks. PRODUCT NAME kills ticks for a least one month. A once
monthly application is recommended where tick control is needed. Although PRODUCT
NAME can control fleas for up to six weeks, if there is a high risk of reinfestation or if the pet
has fleas which may cause flea allergy dermatitis, a once monthly application may be needed.

With a monthly application of PRODUCT NAME kills mosguitoes within 24 hours for up to 14
days and within 48 hours for up to 28 days.

PRODUCT NAME remains effective even after bathing, water immersion, or exposure to
sunlight, Avoid contact with treated area until dry. De not reapply PRODUCT NAME for 30

days.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.

STORAGE. Store unused product in original container, out of reach of children and anmimals.

PESTICIDE DISPOSAL. If partly filled: Call your local sclid waste agency or 1-800-
CLEANUP for disposal instructions. Never place unused product down any indoor or outdoor

drain.

CONTAINER DISPOSAL. If empty: Do not reuse this container, Place in trash or :o'ff;{r tor
recycling if available. s

For more information call owr {flea and tick} experis at 1-800-275-1414 (wechdays 9 am ~ S pm
ES.T.)

INDIVIDUAL TUBE TEXT
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Hartz ® Reference #131 Febraary 4, 2011

EPA Reg. No.: 2596-RAA
MASTER LABEL- -

Product Name

Active Ingredients;
Fipronil 8.8%, {(8)-Methoprene 11.8%-

Keep Out of Reach of Children

Caution
Read accompanying labcl before use

EPA Reg. No. 2556-RAA
EPA Est. No.

Product Name can also be uscd for the treatiment and conirol of mosquitoes, and flea, tick and
chewing lice infestations on breeding, pregnant and lactating queens.

Product Name contains Fipronil and the insect growth regulator (IGR) (S)-Methoprene. Product
Name effectively targets all stages of fleas. Fipronil collects in the oils of the skin and hair
follicles, and continucs to be rcleased from hair follicles onto the skin and coat, resulting in long-

fasting activity against fleas, ticks, chewing lice and mosguitocs.

Stops and prevents infestations
Kills adult fleas, flca epggs, and flca larvae

Prevents all flea stages (eggs, larvae, pupae) from developing

Kills fleas which may cause flea allergy dermatitis

Kills all stages of Deer Ticks (which may carry Lyme disease), Brown Dog Ticks, Amcrican
Dog Ticks, and Lone Star Ticks

Kills mosquitoes

Prevents and controls reinfestations

Rapidly eliminates infestations with chewing lice

Can also be used on breeding, pregnant and lactating queens

Fast-acting

Long-lasting

Waterproof

Convenient to use

{Adult Fleas] _ _
Kills Fleas (that may transmit tapeworms) {for) (28 days) (30 days) (1 month} {4 -woeks) (on

cats)

Kilis (Adult) Fleas (for up to 3 months)
Kills fleas that may cause (flea allergy dermatitis) (and} (flea bite anemia} (for) (s days) (30
days) (1 month) (4 wecks) (3 months) (on cats) o

Kills newly emerged adull Fleas before they lay eggs

If there is a high risk for flea reinfesiation, a once a month application may be needed
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EPA Reg. No.: 2596-RAA
MASTER LABEL- -

Staps existing infestations
Prevents establishment of new infestations

{Flea Eggs!}
Kills Flea Eggs (and Flea Larvae) {for) (28 days) (30 days) (1 month) (4 weeks)

Prevents Flea Eggs from hatching

[Ticks]
Kills Ticks {for} (28 days) (30 days) {1 month) (4 weeks)
Kills (all stages of ) Brown Dog Ticks, American Dog Ticks, Lone Star Ticks and Deer Ticks

{for) (28 days) (30 days) {1 month) (4 weeks)

Kills (ali stages of) Deer Ticks (that may carry Lyme disease) (for) (28 days) (30 days) {1
month) (4 weeks) {on cats)

Kills all biting stages of ticks

Kills adult (brown dog) {(deer) ticks, nymphs and larvae

- Kills Ticks including those that may transmit Lyme disease

[Lice & Mange]
Rapidly eliminates chewing lice infestations
Alds in Control of sarcoptic mange infestations

[Multiple}
Kills Fleas, Ticks, Flea eggs, Chewing Lice, (Flea larvag)
Kills Fleas, Ticks, Flea eggs, (Flea larvae) (through contact) (for) {28 days) (30 days) (I month)

(4 weeks)
Kills Fleas, Ticks, Fiea Eggs, (Flea larvae), (Chewing lice} (through contact) (for) (28 days) (30

days} (1 month} (4 weeks)
Kills Fleas, Ticks, Flea eggs, (Flea larvae) (after contact) (for} (28 days) (30 days) (1 month) (4

weeks)
Prevents development of all flea stages for up to 3 months.
Kills adult Fleas, Flea Eggs and Larvae (for up to three months)

Kills Fleas, Brown Deg Ticks, Deer Ticks, Flea Eggs, (Flea larvae) (after contact) (for) (28 days)

(30 days) (1 month) (4 weeks}
Controls Flea and Tick infestations (on cais) {for) (28 days} (30 days) (1 month) (4 weeks)

Provides fast, effective and convenient treatment and control of fleas, ticks, chewing lice 911d
mosquitoes (for cats and kittens) :

Helps prevent re-infestation of fleas and ticks (for) (28 days) (30 days) (1 month} (4 weeks)
Helps prevent {lea and tick re-infestation (for) (28 days) (30 days) (1 month) (4 = eeks)
Kills flea eggs and flea larvae to help prevent fulure re-infestations

Kills all stages of the flea life cycle

Breaks the flea life cycle |
Prevents all flea stages (eggs, larvae, pupae) from developing
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EPA Reg. No.: 2596-RAA
MASTER LABEL- -

fMosquitoes]
Kills mosquitoes within 24 hours for up to 7 days, and within 48 hours for up to 28 days.

Kills Mosquitoes that may transmit West Nile viras (for) (28 days)(1 month) (4 weeks){on cats)
Kills Mosquitoes that may transmit heartworm (for) (28 days}(1 month} (4 weecks)(on cats)

Controls flea and tick infestations

Once-a month Flea and Tick (Prevention) {Treatment) {Control) (Solution)

Monthly Flea and Tick {Prevention) {Treatment) (Control) {Selution}

{28 day) (30 day) (I menth) {4 weck) Flea and Tick (Prevention} (Treatment} (Control)

{Solution}
Prevents flea eggs trom developing into biting adults (for) (up to) (30 days) {1 month) (4 weeks)

Gentle protection for eats {and kittens)
Quick drying (formula)

Dries quickly

Stays on and doesn’t rub off

Spreads with cat’s natural skin oils

Kills fleas for 30 days {1 month) (4 weeks)

Stops and prevents infestations

Prevents re-infestation

Prevents and controls re-infestation(s)

Rapidly ehminates fleas

Fast acting

Long lasting

Effective and convenient topical trcatment

Kills fieas {and ticks} through (after) contact

{With) patented applicator

{With) patent pending applicator

Waterproof

Easy spot ont topical applicator

Do not reapply product for 30 days

Remains effective even after bathing, water immersion, or exposure to sunlight
{Product Name) remains effective even afier bathing, water immersion, or exposure to suniight.
Avoid contact with treated area until dry.

Can also be used on breeding, pregnant and lactating quecns

Conventent to use w
Contains Fipronil and the nsect growth regulator (IGR) (§)-Methoprene. (product name). |

cffectively targets all stages of fleas. Fipronil collects in the oils of the skin and hair foll;cies .
and continues to be released from hair follicles onto the skin and coat, rcsultmg in 1ong—idst1i1g

activity against fleas, ticks and chewing lice.
New (Formula) (claim to be removed after 6 months)

Contains Fipronil and (8)-Methoprene (, the active ingredients used in Frontline Plus ®). .
{Brand name) is not manufactured by or distributed by Menal. Frontline Plus® is a regstered

trademark of Merial.

Page 7 of 9
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EPA Reg. No.: 2596-RAA
MASTER LABEL- -

Compare to Frontline Plus®

For cats and kittens § weeks of age or older
Specially fermulated for cats and kittens

NON-PESTICIDE RELATED CLLAIMS AND OTHER OPTIONAL TEXT
1 dose, 2™ dose, 3°! dose (X" dose)
First month, second month, third month (Xth month}
X-pack
X-tubes
Valie pack
X month supply
X monthly treatment(s)
Fragrance-free
Unscented
Fresh (scent} (fragrance}
Powder (scent) {fragrance)
Pleasant (scent) (fragrance)
Spring Fresh Scent
Convenient {easy fo use) applicator
X Pro-cisien Flo® Apgiicator( s)
With Pro-cision Flo™ Applicator

Featuring Pro-cision Flo® Applicator (for easy application )
Dyirect to your cat’s skin

Easy (simple) to use thandle) (apply)

(Featuring the} (with)} EZC™ tube

{(Featuring the) (with) EZ2C™ tube

(Featuring the) (with) EZView™ tube

(Featuring the} (with} EZView™ tube

(Featuring the} (with) Clearview™ tube

(Featuring the) (with)} Clearview™ tube

(Clearview™) (EZC™) (EZ2C™1) (EZView™!) tube (visually) ensures all product has been

dispensed o
(Clearview™) (EZC™) (EZ2C™) (EZView™) tubes give you the assurance all the product kas

been applied

Afler application, the treated area may appear wet (or} (eily) for up to 24 hours

You may bathe your cat 48 hours after application

To help remind you when you last applied treatment, simply write in the date ‘wlen each dose’is
applied:
First Dose )
Second Dose

Page 8 of 9
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EPA Reg. No.: 2596-RAA
MASTER LABEL- -

Third Dose
XthDose

Hartz® and other trademarks are trademarks of The Hartz Mountain Corporation
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S S UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

é? T:Jz WASHINGTON, D.C. 20460
N}
o, &
L protE
May 2, 2012
QFFCE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

LANCE HEMSARTII
TIHE HARTZ MOUNTAIN CORPORATION
400 PLAZA DRIVE

SECAUCUS, NI 67094-

PRODUCT NAME: HARTYZ REFERENCE #131

COMPANY NAME: THE HARTZ MOUNTAIN CORPORATION
OPP IDENTIFICATION NUMBER:

EPA FILE SYMBOL.: 2586-RAA

EPA RECEIPT DATE: 05/01/12

SUBJECT: RECEIPT OF AMENDMENT
DEAR REGISTRANT:

The Office of Pesticide Programs has received vour application for an amendment and it
has passed an administrative screen {or completeness.

During the initial screen we determined that the application appears to qualify for fast

track review. The package will now be forwarded to the Product Manager for review 1o
determine its acceptability for fast track status.

If you have any questions, please contact Registration Division, Risk Management Team

10, at (703) 305-6701.

Sincerely,
;

Front End Processing Staff
Information Services Branch
Information Technology & Resources Management Division
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IFee for Service]  [916104t~

This package includes the foliowing ! 1 for Division
|
“New Registration | PAD

| ® Amendment “BPPD
| -RD

Studies?  ~ Fee Waiver? |

i Risk Mgr. 10
"volpay % Reduction: __ J | S

Receipt No. S-i 916104
| EPA File Symbol/Reg. No. 2596-RAA
. Pin-Punch Date: 4/30/2012

. This item is NOT subject to FFS action.
e —Action Coder———— ;“”“Parent/cmld Decisions: !

Requested:

Granied:

Amount Due: $

|
|

= Inert Cleared for Intended Use = Uncleared Inert in Product
Pt ;va/ﬁk— Date:  5/>/1>

£ esiubimission

Reviewer:

Remarks:
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THE HARTZ MOUNTAIN CORPORATION, 404 PLAZA DRIVE, SECALICUS, NEW JERSEY 07004-3638 « 201/271.4B00

Aprit 27, 2012

Document Processing Desk

Office of Pesticide Programs (7504P)
US Environmental Protection Agency
Room 5-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attention: Mr. Richard Gebken (PM # 10)

RE: HARTZ REF #128, EPA Reg. No, 2596-RAG
HARTZ REF #129, EPA Reg. No. 2596-RAU
HARTZ REF #130, EFA Reg. No. 2596-RAL
HARTZ REF #131, EPA Regy. No. 2596

Dear Mr. Gebken:

The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07084-3688 is
filing maodified labels based on the feedback from Rosalind Gross and her review
of the CRP data for the above listed registrations. Changes were made only to
the directions for use sections in order to match the instructions for use in the
child resistant packaging testing labels.

These master labels replace the current fabels that were submitted for the above
listed registrations. Please find enclosed 3 copies of each Master Label.

If you have any questions gr need any additionai information, please feel free o
call me at (201) 271-4800, ext. 7302 or smenear@hartz.com,

Sincerely,

Sean McNear
Director Regulatory Affairs

Enclosures
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Plaaza repd Inxtructionz on revarss before completing form.

. Print Form l

Form Approved. OMB No. 2070-0080

o Unitad Statee Registration OPP identifisr Numbor

@?EPA Environmental Protection Agency Amendment
Washington, DG 20450 | % | Other
Application for Pasticide - Section |
1. Compeny/Product Number 2. EFA Product Manager 3. Proposed Classification
2596-RAA Richard Gebken
M R igad

4. Company/Product (Name) PME D one D satnet

Hartz Ref. 131 16

E. Name and Addreas of Applicent finclude Zif Code)

The Hariz Mouriain Corporation
200 Plaza Dirive, Secaucus, N 07054

D Chack I this Is & new pddress

6. Expedited Review, In accordance with FIFRA Section 33}
1bifly, my produst is similar or ideatical in compasition and izheling
to;

EPA Reg. No.

Product Name

4

Section - i

D Amendment - Expiain balow.
! l Rssubmilasion in responss to Agency letter datad

D Notification - Explein balow,

Final printed {abels in taspongs to
Ageacy lattar detad
*Me Tea"™ Application,

Dthar - Explain botow.

i abel change based on the feedback from Rosalind Gross,
as the instructions for the child resistant packaging {CRP} test,

Explanation: Use additional pegsie) if nacsseary. (For ssctica | snd Section IL.)

Changes made to the master label directions for use to he exactly the same

Section - il

5. Materin] This Product Will Be Packaged In:

D Labat D Cantainer

Child-Resistent Preknging Unit Peeckaging Watsr Solubis Packaging 4. Type of Container
Yes" B Yoq E Yoz Mata}
Plostic
[ I we No : No Glase
. o H "Yes" No, par if =¥ as™ No. pear Papar
* Cartification must Unit Peckeging wot.  contsinar Package wgt container Cther [Spacify)
be submittad : |
3. Location of Net Contants informmistion 4. Sizeis} Retail Container &, Locotion of Labal Directions
2n Lebel

On Lsbnling accompaenying product

Papar

5. Monner in Which Labst is Affixad to Product Lithograph [] other

ved

Stanciled

Section - 1V

1, Contsct Point fComplete itars dirscily below for identification of individuef to be ecvnlacted, i necassery, to process this spphivation

2. Signatur
'é,’lﬁ._.

Nama Title . Tolaphons No. {include Ares Code)
Sean MoNear Pirector Reg. Affairs 201-271-4300"
Certificativn 8. Dats Applicution
{ cortify that the sletamants | have mada on this form end el attachmants thereto ars trus, securate and cormplata, R_'ut_:-_-iyéd .
t acknowledge that any knowingly false or mizlsading statement moy ba punishable by fins or imprisenment ar ' 18tamped} :
both under appiicable law, - ) :
3. Thle

Director Regulatory Affairs

4. Typed Namse
Sedn MoNear

5, Dave
Aprit 27,2012

EPA Form 8570-1 (Rev. 8-94) Provious nditions are ohsolete,

VWhite - EPA Flle Uopy {onginal]l  Ysfiow - Applicant Copy
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ARTRTALE T Ty UL
EPA Reg. No.: 2596-RAA Revised March 27,2012
MASTER LABEL- -

Hartz® Reference # 131

Alterngie Brand Names

Hartz® UltraGuard Plus® Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® UltraGuard Pro® Flea (and} (&) Tick Topical Treatment for Cats (& Kiitens)
Hartz® UltraGuard Max™ Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)

Hartz® InControl Advanced® Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® InControl Max™ Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)

Revo™ Advanced™ Flea {and} (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® Revo Advanced™ Flea (and) {&) Tick Topical Treatment for Cats (& Kiitens)

Hartz® Pro Force™ Dual Action Topical Treatment for Cats (& Kittens)
Hartz® FieldForce™ Dual Action Topical Treatment for Cats (& Kittens)
Hartz® First Defense™ Dual Action Topiecal Treatment for Cats (& Kittens)

Hartz® Pro Force™ for Cats (& Kittens)

Hartz® FieldForce™ for Cats (& Kitfens)

Hartz® First Defensc™ for Cats (& Kitiens)

Hartz® UltraGuard Plus® Flea (and) (&) Tick Topical Solution for Cats (& Kittens)
Hartz® UltraGuard Pro® Flea (and) (&) Tick Topical Solution for Cats (& Kittens)
Hartz® UitraGuard Max™ Flea (and) (&) Tick Topical Solution for Cats (& Kittens)
Hartz® InContro! Advanced® Flea (and) (&) Tick Topical Solution for Cats (& Kittens)
Hartz® InControl Max™ Flea {and) (&) Tick Topical Solation for Cats (& Kittens)
Revo Advanced™ Flea {and) (&) Tick Topical Solution for Cats (& Kittens)

Hartz® Revo Advanced™ Flea (and) (&) Tick Topical Solution for Cats (& Kittens)
Hartz® Pro Force™ Dual Action Tapical Solution for Cats (& Kittens)

Hartz® FieldForce™ Dusl Action Topical Solution for Cats (& Kittens)

Hartz® First Defense™ Dual Action Topical Solution for Cats (& Kittens)
FieldForce™ Dual Action Topical Treatment for Cats (& Kittens)

First Defense™ Dual Action Topical Treatment for Cats (& Kittens)

FieldForce™ for Cats (& Kittens)

First Defense™ for Cats (& Kittens)

FieldForce™ Dual Action Topical Seolution for Cats (& Kittens)

First Defense™ Dual Action Topical Solution for Cats (& Kittens)

ACTIVE INGREDIENTS: g
FIPTOMIL, s sttt e e e et v e et e e e 9.82%
(S)-MEthOPIene. ..o oot e 11.80%
OTHER INGREDIENTS ... 18.40%
O T AL o i e e e e 100.00%
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KEEP OUT OF REACH OF CHILDREN
CAUTION: See back panel for additional precautionary statements.

NET CONTENTS: Contains (number) tubes, cach _ fl. oz. (__ml)

EPA Reg. No. 2596-RAA
EPA Est. No.

Hartz™ and other trademarks are trademarks of The Hartz Mountain Corporation.
Made by The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094 (U.S.A)

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS. CAUTION.

Harmful if swallowed. Causes eye irrntation. Avoid contact with skin, eyes or clothing. Wash
thoroughly with soap and water after handling.

HAZARDS TO DOMESTIC ANIMALS.

For external use only. Do not use on kittens under 8 weeks of age. Individnal sensitivities,
while rare, may occur after using any pesticide product. Pets may experience some temporary
irritation at the site of product application. If signs persist, or become more severe within a few
days of application, consult a veterinarian immediately. Certain medications can interact with
pesticides. Consult a veterinarian before using on medicated, debilitated or aged animals. Call
1-800-275-1414 for 24-tour assistance.

PHYSICAL OR CHEMICAL HAZARDS
COMBUSTIBLE: Do not use or store near heat or open flame.

FIRST AID
Have the product container or label with you when calling a poison control center or doctor, or

going for treatment. For additional information on this pesticide product (including nealth
concerns, medical emergencies or pesticide incidents, you may call 1-800-275-1414,

IF SWALLOWED: Call a poison control center or doctor immediately for treatment advice.
Have person sip a glass of water if able to swallow. Do not induce vomiting unless told o devso
by a poison control center or doctor. Do not give anything by mouth to an unconscious person.

Optional{aitemate text in parentheses or brackets Page 2 of 8
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IF IN EYES: Flush eyes with plenty of water, Call a docter if irritation persists.

IF ON SKIN OR CLOTHING: Wash with plenty of soap and water. Get medical attention if
{rritation persists.

DIRECTIONS FOR USE
it is a violation of Federal Law to use this product in a manner inconsistent with its labeling. Do

not allow children to apply product. TO PREVENT HARM TO YQU AND YOUR PET READ
ENTIRE LLABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS
AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON CATS ONLY. DO NOT
USE ON RABBITS. DO NOT USE ON OTHER ANIMALS.

To kill fleas, all stages of brown dog ticks, American dog ticks, lone star ticks, and deer ticks
[which may carry Lyme disease], chewing lice and mosquitoes, apply to cats and kittens [8
weeks or older] as follows:

{USE DIRECTIONS HERE]

{The application steps below may optionally be numbered or bulleted to clarify the order,
depending on the final physical layout of the label)

W P TR B WS R amm W W WP

€ Remove one applicator
tube from the package and
hold in an upright position
pointed away from your
face.

€) Twist dispensing tip
clockwise about ¥2 turn
while pushing down to
break the tube’s seal.
Do not remove the
dispensing tip.

Optional/alternate text in parentheses or brackets | Page3 0f 8
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3. Position the dispensing tip on the cat’s back between the shoulder blades. Use the
dispensing tip of the tube {o part the cat’s hair so that the product will be applied at skin
level, Squeeze applicaior, applying enfire contents in a single spot on the animal’s skin.
Separate treated cat from other (dogs and cats) (pets) for 24 hours after freatment has
been applied.

4. Repeat every month.

PRODUCT NAME contains Fipronil and the insect grown regulatory (IGR) (8)-Methoprene.
PRODUCT NAME effectively targets all stages of fleas, Fipronil collects in the oils of the skin
and hair follicles, and coniinues to be released from hair follicles onto the skin and coat, resulting
in long-lasting activity against fleas, ticks, chewing lice and mosquitoes.

PRODUCT NAME can also be used for the freatment and control of mosquitoes, and flea, tick
and chewing lice infestations on breeding, pregnant and lactating queens.

FREQUENCY OF APPLICATION

When used monthly, PRODUCT NAME completely breaks the flea life cycle and controls tick
and chewing lice infestations. Research demonstrates that PRODUCT NAME kills adult fleas,
flea eggs, and flea larvae for up to six weeks. PRODUCT NAME also prevents development of
all flea stages for up to six weeks. PRODUCT NAME Lills ticks for a least one month. A once
monthly application is recommmended where tick control is needed. Although PRODUCT
NAME can control fleas for up to six weeks, if there is a high risk of reinfestation or if the pet
has fleas which may cause flea allergy dermatitis, a once monthly application may be needed.

With a monthly application of PRODUCT NAME kills mosquitees within 24 hours for up to 14
days and within 48 hours for up to 28 days.

PRODUCT NAME remains effective even after bathing, water immersion, or exposure to
sunlight, Avoid contact with treated area until dry. Do not reapply PRODUCT NAME for 30

days.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.

STORAGE. Store unused product in original container, out of reach of children and animalg,

PESTICIDE DISPOSAL. If partly filled: Call your local sclid waste agency or 1-300-
CLEANUP for disposal instructions. Never place unused product down any indoor or outdoor

drain.

CONTAINER DISPOSAL. If empty: Do not reuse this container. Place in trash or offer for
recycling if available.

Optionaliahg'“n;te text in parentheses or brackets 'pag_ewzl of 8

89



. Fepruary 4, 2011
EPA Reg. No.: 2506-RAA Revised March 27,2012
MASTER LABEI--

For more infonnétion call our (flea and tick) experts at 1-800-275-1414 (weekdays, 9 am - 5 pm
E.8T.)

INDIVIDUAL TUBE TEXT

Product Name

Active Ingredients:
Fipronil 9.8%, (S)-Methoprene 11.8%

Keep Out of Reach of Children
Caution
Read accompanying label before use

EPA Reg. No. 2596-RAA
EPA Est. No.

Product Name can also be used for the treatment and control of mosquitoes, and flea, tick and
chewing lice infestations on breeding, pregnant and lactating queens.

Product Name contains Fipronil and the insect growth regulator {IGR) (8)-Methoprene. Product
Name effectively targets all stages of fleas. Fipronil collects in the oils of the skin and hair
follicles, and continues to be released from hair follicles onto the skin and coat, resulting in long-
lasting activity against fleas, ticks, chewing lice and mosquitoes.

Stops and prevents infestations

Kills adult fleas, flea eggs, and flea larvae

Prevents all flea stages {eggs, larvae, pupae) from developing
Kills fleas which may cause flea allergy dermatitis

Kills all stages of Deer Ticks (which may carry Lyme disease), Brown Dog Ticks, American
Dog Ticks, and Lone Star Ticks

Kiils mosquitoes

Prevents and controls reinfestations

Rapidly eliminates infestations with chewing lice

Can also be used on breeding, preghant and lactating queens
Fast-acting

Long-lasting

Waterproof

Couvenient o use

[Adult Fleas]

Optional/altermate text in parentheses or brackets Page. 50f8
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Kills Fleas (that may transmit tapeworms) {for) (28 days) (30 days) (I month) {4 weeks) (en
cats)

Kills (Adult) Fleas {for up to 3 months)

Kills fleas that may cause (flea allergy dermatitis) (and) (flea bite anemia) (for) (28 days) (30
days) (1 month) (4 weeks) (3 months) (on cats)

Kills newly emerged adult Fleas before they lay eggs

If there is a high risk for flea reinfestation, a once a month application may be needed

Stops existing infestations

Prevents establishment of new infestations

[Flea Eggs}
Kills Flea Eggs (and Flea Larvae) (for) (28 days) (30 days) (1 month} (4 weeks)

Prevents Flea Eges from hatching

{Ticks]

Kills Ticks (for) (28 days) (30 days) (1 month) (4 weeks)

Kills {all stages of ) Brown Dog Ticks, American Dog Ticks, Lone Star Ticks and Deer Ticks
(for) (28 days) (30 days) (1 month) (4 weeks)

Kilis (al] stages of) Deer Ticks (that may carry Lyme disease) (tor) (28 days) (30 days) (1
meonth) (4 weeks) (on cats}

Kills all biting stages of ticks

Kills adult (brown dog) (deer) ticks, nymphs and larvae

Kills Ticks including those that may transmit Lyme disease

[Lice & Mange)
Rapidly eliminates chewing lice infestations
Aids in Coentrol of sarcoptic mange infestations

[Multiple]

Kills Fleas, Ticks, Flea eggs, Chewing Lice, {(Flea larvae)

Kilis Fleas, Ticks, Flea eggs, (Flea larvae) (through contact) (for) (28 days} (30 days) (1 month)
(4 weeks)

Kills Fleas, Ticks, Flea Eggs, (Flea larvae), (Chewing lice) (through contact) {for} (28 days) (30
days) (1 month) (4 weeks)

Kills Fleas, Ticks, Flea eggs, (Flea larvae) (after contact) (for) (28 days) (30 days) (1 month) (4
weeks)

Prevents development of all flea stages for up to 3 months.

Kills adult Fleas, Flea Bggs and Larvae (for up to three months)

Kills Fleas, Brown Dog Ticks, Deer Ticks, Flea Eggs, (Flea larvae) (after contact) (for) (28 days)

(30 days) {1 month) (4 weeks)
Controls Flea and Tick infestations (on cats) (for) (28 days) (30 days) (1 month) (4 weeks):
Provides fast, effective and convenient treatment and control of fleas, ticks, chewing lice und

mosquitoes (for cats and kittens)

Opiional/alternate text in parentheses or brackets Page 6 of 8
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Helps prevent re-infestation of fleas and ticks (for) (28 days) (30 days) {1 month) {4 weeks)
Helps prevent flea and tick re-infestation (for) (28 days) (30 days) (1 month) (4 weeks)
Kills flea egps and flea larvac to help prevent future re-infestations

Kills all stages of the flea life cycle

Breaks the flea life cycle

Prevents all flea stages {cgps, larvae, pupac) from developing

[Mosquitoes]
Kills mosquitoes within 24 hours for up to 7 days, and within 48 hours for up to 28 days.

Kills Mosquitoes that may transmit West Nile virus (for) (28 days)(! month) (4 wecks)(on cats)
Kills Mosquitoes that may transmit heartwonn (for) (28 days)X1 month} (4 wecks){on cats)

Controls flea and tick infestations

Once-a mornth Flea and Tick (Prevention) (Treatment) (Control) {Solution)

Monthly Fica and Tick (Prevention} (Treatment) (Control) (Sclution)

{28 day) (30 day) (1 month) (4 week) Flea and Tick {Prevention) {Treatment) {Control}
(Solution) '
Prevents flea eggs from developing into biting adults {for) (up to) (30 days) (1 month) (4 weeks)
Gentle protection for cats {and kittens)

Quick drying (formula)

Dries quickly

Stays on and doesn’t rub off

Spreads with cat’s natural skin oils

Kills fleas for 30 days {1 month) (4 wecks)

Stops and prevents infestations

Prevents re-infestation

Prevenis and controls re-infestation(s)

Rapidly eliminates fleas

Fast acting

Long lasting

Effective and convenient topical treatment

Kilis fleas (and ticks) through (after) contact

{With) patented applicator

(With) patent pending applicator

Waterproof

Easy spot on topical applicater

Do not reapply product for 30 days

Retnains effcctive even after bathing, water immersion, or exposure to sunlight

(Product Name) remains effective even after bathing, water immetsion, or exposute to suniight.
Avoid contact with treated area until dry. o
Can also be used on breeding, pregnant and lactating gueens

Convenient to use

Contains Fipronil and the insect growth regulator (IGR) (S)-Methoprene. {product name)
cffectively targets all stages of fleas. Fipronil coliects in the oils of the skin and hair folliclcs,
and continues to be released from hair follicles onto the skin and coat, resulting in long-iasting
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activity against fleas, ticks and chewing lice.
New (Formula) (claim to be removed after 6 months}

Contains Fipronii and (S)-Methoprene (, the active ingredients used in Frontling Plus ®).

(Brand name) is not manufactured by or distributed by Merial. Frontline Plus® is a registered

trademark of Merial.
Compare to Frontline Plus®

For cats and kittens 8 weeks of age or older
Specially formulated for cats and kittens

NON-PESTICIDE RELATED CLAIMS AND OTHER OPTIONAL TEXT
1* dose, 2™ dose, 3™ dose (X" dose)

First month, second month, third month (Xth month}
Value pack

(X) month supply

(X) monthly treatment(s)

Fragrance-free

Unscented

Conventent (easy to vnse) applicator

X Pro-cision Flo® Applicator(s)

With Pro-cision Flo~ Applicator

Featuring Pro-cision Flo® Applicator (for casy application )
Direct to your cat’s skin
Easy (simple) to use (handle} (apply)

After application, the treated area may appear wet {or) (oily) for up to 24 hours

You may bathe vour cat 48 hours after application

To help remind you when you Iast applied treatment, simply write in the date when each dose is
applied:
First Dose
Second Dose
Thrd Deose

Xth Dose .

Hartz® and other trademarks are trademarks of The Hartz Mountain Corporation

Optionaifaitemalc}g;in parentheses or brackets _ - ' Page 8 of 8
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Hartz® Reference # 131

Alternete Brand Nogmes

Hartz® UltraGuard Plus® Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® UltraGuard Pro® Flea {and) (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® UltraGuard Max™ Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)

Hartz® InControl Advanced® Flca (and) (&} Tick Topical Treatment for Cats (& Kittens)
Hartz® InControl Max™ Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)

Revo™ Advanced™ Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® Revo Advanced™ Flea (and) (&) Tick Topical Treatment for Cats (& Kitiens)

Hartz® Pro Force™ Dual Action Topical Treatment for Cats (& Kittens)
Hartz® FieldForce™ Dual Action Topical Treatment for Cats (& Kittens)
Hartz® First Defense™ Dual Action Topical Treatment for Cats {& Kittens)

Hartz® Pro Force™ for Cats (& Kittens)

Hartz® FieldForce™ for Cats (& Kittens})

Hartz® First Defense™ for Cats (& Kittens)

Hartz® UltraGuard Plus® Flea (and) (&) Tick Topical Solution for Cats {& Kittens)
Hartz® UltraGuard Pro® Flea (and) (&) Tick Topical Solution for Cats (& Kittens)
Hartz® UltraGuard Max™ Flea (and) (&) Tick Topical Solution for Cats (& Kittens)
Hartz® [InControl Advanced® Flea (and) (&) Tick Topical Solution for Cats {& Kittens)
Hartz® [nControl Max™ Flea {and) (&) Tick Topical Solution for Cats (& Kittens)
Revo Advanced™ Flea (and) (&) Tick Topical Salution for Cats (& Kittens)

Hartz® Revo Advanced™ Flea (and) (&) Tick Topical Selution for Cats (& Kittens)
Hartz® Pro Force™ Dual Action Topical Solution for Cats (& Kittens)

Hartz® FieldForce™ Dual Action Topical Solution for Cats (& Kittens)

Hartz® First Defense? Dual Action Topical Solution for Cats (& Kittens)
FieldForce™ Dual Action Topical Treatment for Cats (& Kittens)

First Defense™ Dual Action Topical Treatment for Cats (& Kittens)

FieldForce™ for Cats (& Kiitens)

First Defense™ for Cats (& Kittens)

FieldForce™ Dual Action Topical Solution for Cats (& Kittens)

First Defense™ Dual Action Topical Solation for Cats (& Kittens)

ACTIVE INGREMENTS:

Fipronil.....ooooiovinne e e e e et 9.30%
(S)-Methoprene. ..o v ieiuiinn. eeran e e r——— ety e 1E.80%
OTHER INGREDIENTS . e, 18,40%
TOTAL oot et e e e evi e 100.00%

Optional/alternate text in parentheses or brackets Page 1 of 8
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KEEP OUT OF REACH OF CHILDREN
CAUTION: See back panel for additional precautionary statements.

NET CONTENTS: Contains (rumber) tubes, each _ fl. oz. {_ mi)

EPA Reg. No. 2596-RAA
EPA Est. No,

Hartz® and other trademarks arc trademarks of The Hartz Mountain Corporation.
Made by The Hartz Mountain Corporation, 400 Plaza Drive, Sccaucus, NJ 07094 (J.S.A)

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS. CAUTION.
Harmful if swallowed. Causes eyc irmtation. Avoid contact with skin, eyes or clothing. Wash

thoroughly with soap and water afier handling.

HAZARDS TO DOMESTIC ANIMALS.

For external use only. Do not use on kittens under 8 weeks of age. Individual sensitivities,
whilc rare, may occur atter using any pesticide product. Pels may experience some temporary
irritation at the site of product application. If signs persist, or become more severe within a few
days of application, consult a veterinarian immediately. Certain medications can interact with
pesticides. Consult a veterinarian before using on medicated, debilitated or aged animals. Call
1-800-275-1414 for 24-hour assistance.

PHYSICAL OR CHEMICAL HAZARDS
COMBUSTIBLE: Do not use ot store near heat or open flame.

FIRST AID
Have the product container or iabel with you when calling a poison contrel center or doctor, or

going for treatment. For additional information on this pesticide product (including health
concerns, medical emergencies or pesticide incidents, you may call 1-800-275-1414.

IF SWALLOWED: Call a poison control center or doctor immediately for t.reatmeﬁt advxce
Have person sip a glass of water if able to swallow. Do not induce vomiting unless told to do so
by a poison control center or doctor. Do not give anything by mouth to an unconscious percon.

OpﬁonaLfaItmaEe text in parentheses or brackets Page 2 of 8
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IF IN EYES: Flush eyes with plenty of water. Call a doctor if imtation persists,

YF ON SKIN OR CLOTHING: Wash with plenty of soap and water. Gef medical attention if
irritation persists.

DIRECTIONS FOR USE
It is a violation of Federal Law fo use this product in a manner inconsistent with its tabeling. Do

not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR PET READ
ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS
AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON CATS ONLY. DO NOT
USE ON RABBITS. DO NOT USE ON OTHER ANIMALS.

To kill fleas, all stages of brown dog ticks, American dog ticks, lone star ticks, and deer ticks
[which may carry Lyme disease], chewing lice and mosquitoes, apply to cats and kitiens [8
weeks or older} as follows:

[USE DIRECTIONS HERE]

(The application steps below may optionally be numbered or bulleted to clarify the order,
depending on the final physical layout of the label)

LI R ]

€@ Remove one applicator
tube from the package and
hold in an upright position
pointed away from your
face.

@) Twist dispensing tip
Pl clockwise about % tumn
while pushing down to
break the tube’s seal.
Do not remove the
dispensing tip.

Optional/alternate text in parentheses or brackets Page3 of§
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3. Position the dispensing tip on the cat’s back between the shoulder blades. Use the
dispensing tip of the tube to part the cat’s hair so that the product will be applied at skin
level. Squeeze applicator, applying entire contents in a single spot on the animal’s skin.
Separate treated cat from other (dogs and cats) {pets) for 24 hours after treatment has
been applied.

4. Repeat every month.

PRODUCT NAME contains Fipronil and the insect grown regulatory (IGR) (8)-Methoprene.
PRODUCT NAME effectively targets all stages of fleas. Fipronil collects in the oils of the skin
and hair follicles, and continues to be released from hair follicles onto the skin and coat, resulting
in long-lasting activity against fleas, ticks, chewing lice and mosquitoes.

PRODUCT NAME can also be used for the treatment and control of mosquitoes, and flea, tick
and chewing lice infestations on breeding, pregnant and lactating queens.

FREQUENCY OF APPLICATION

When used menthly, PRODUCT NAME completely breaks the flea life cycle and controls tick
and chewing lice infestations. Research demonstrates that PRODUCT NAME kills adult fieas,
flea eggs, and flea larvae for up to six weeks. PRODUCT NAME also prevents development of
all flea stages for up to six weeks. PRODUCT NAME kills ticks for a least one month. A once
monthly application is recommended where tick conirol is needed. Although PRODUCT
NAME can contro! fleas for up to six weeks, if there is a high risk of reinfestation or if the pet
has fleas which may cause flea allergy dermatitis, a once monthly application may be needed.

With a monthiy application of PRODUCT NAME kills mosquitoes within 24 hours for up to 14
days and within 48 hours for up o 28 days.

PRODUCT NAME remains effective even after bathing, water immersion, or exposure to
sunlight. Avoid contact with treated area until dry. Do not reapply PRODUCT NAME for 30

days.

STORAGE AND DISPOSAL
Do net contaminate water, food, or feed by storage and disposal.

STORAGE. Store unused product tn original container, out of reach ot children and animats.

PESTICIDE DISPOSAL. [f partly filled: Call your local solid waste agency or 1-300-
CLEANUP for disposal instructions. Never place unused product down any indoor or outdoor

drain.

CONTAINER DISPOSAL. If empty: Do not reuse this container. Place in trash or »ffer for
recycling if available.

Opti(;}}aifaitemate text in parentheses or brackets Pag;i of &
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For more information call our (flea and tick) experts at 1-800-275-1414 (weekdays, 9 am - 5 pm
E.S.T)

INDIVIDUAL TUBE TEXT

Product Name

Active Ingredients:
Fipronil 9.8%, (S)-Methoprene 11.8%

Keep Out of Reach of Children

Caution
Read accompanying label before use

EPA Reg. No. 2596-RAA
EPA Est. No.

Product Name can also be used for the treatment and control of mosquitoes, and flea, tick and
chewing lice infestations on breeding, pregnant and lactating queens.

Product Name contains Fipronil and the insect growth regulator (IGR) (8)-Methoprene. Product
Name effectively targets all stages of fleas. Fipronil collects in the oils of the skin and hair
follicles, and continues to be released from hair follicles onto the skin and coat, resufting in long-
Jasting activity against fleas, ticks, chewing lice and mosquitoes.

Stops and prevents infestations

Kills adult fleas, flea eggs, and flea larvae

Prevents ali flea stages (eggs, larvae, pupae) from developing
Kills fleas which may cause flea allergy dermatitis

Kills all stages of Deer Ticks {which may carry Lyme disease), Brown Dog Ticks, American
Dog Ticks, and Lone Star Ticks

Kills mosquitoes

Prevents and controls reinfestations

Rapidly eliminates infestations with chewing lice

Can also be used on breeding, pregnant and lactating queens
Fast-acting

Long-lasting

Waterproof

Convement to use

[Adult Fleas]

Optional/alternate text in parentheses or brackets - Page 5 of 8
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Kills Fleas (that may transmit tapeworms) (for) (28 days) {30 days) (1 month) (4 weeks) (on
cats)

Kills (Adult) Fleas {far up to 3 months)

Kills fleas that may cause (flea allergy dermatitis) {and) (flea bite anemia) (for) {28 days) {30
days} (1 month) (4 weeks) (3 months) {on cats)

Kills newly emerged adult Fleas before they lay eggs

[f there is a high risk for flea reinfestation, 4 once a month application may be needed

Stops existing infestations

Prevents establishment of new infestations

{Flea Eggs]
Kilis Flea Eggs {and Flea Larvae) (for) {28 days) (30 days) {1 month) {4 weeks)

Prevents Flea Eggs from hatching

[Ticks]

Kills Ticks {for) {28 days) (30 days) (1 month) (4 weeks}

Kills {all stages of ) Brown Dog Ticks, American Dog Ticks, Lone Star Ticks and Deer Ticks
{for} (28 days) {30 days) (1 month) (4 weeks)

Kiils {all stages of) Deer Ticks (that may camry Lyme disease) (for) (28 days) (30 days) (1
month) {4 weeks) (on cats)

Kills all biting stages of ticks

Kills adult (brown dog) (deer) ticks, nymphs and larvae

Kills Ticks inclhuding those that may transmit Lyme disease

[Lice & Mange]
Rapidly eliminates chewing lice infestations
Aids in Control of sarcoptic mange infestations

[Muitiple}

Kills Fleas, Ticks, Flea eggs, Chewing Lice, {Flea larvae)

Kills Fleas, Ticks, Flea eggs, {Flea larvae) (through contact) (for) (28 days) (30 days) {1 month)
{4 weeks)

Kilis Fleas, Ticks, Flea Eggs, (Flea larvae), (Chewing lice} (through contact) (for) (28 days) (30
days) (1 month) (4 weeks)

Kills Fleas, Ticks, Flea eggs, (Flea larvae) (afler contact) (for) (28 days) (30 days} (1 month) (4
weeks)

Prevents development of all flea stages for up to 3 months.

Kills adult Fleas, Flea Eggs and Larvae (for up to three months)

Kills Fleas, Brown Dog Ticks, Deer Ticks, Flea Eggs, (Flea larvae) (after contact) (for) (28 days)

{30 days) (1 month) (4 weeks)
Controls Flea and Tick infestations {on cats} {for) (28 days) (36 days) (1 month) (4 weeks}
Provides fast, etfective and convenient treatment and control of fleas, ticks, chewing lice and -

mosquitoes (for cats and kittens)

Optjﬁnal/altcmate text in parentheses or brackets . Page 6 of 8
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Helps prevent re-infestation of fieas and ticks (for) (28 days} (30 days) (1 month) (4 weeks)
Helps prevent flea and tick re-infestation (for) (28 days) (30 days) {1 month) (4 weeks)
Kills flea eggs and flea larvae to help prevent future re-infestations

Kills alt stages of the flea life cycle

Breaks the flea lite cycle

Prevents all flea stages (eggs, larvae, pupae) from developing

[Mosquitoes]
Kil}s mosquitoes within 24 hours for up to 7 days, and within 48 hours for up to 28 days.

Kills Mosquitoes that may transmit West Nile virus (for} (28 days)(1 month) (4 weeks)(on cats)
Kills Mosquitoes that may transmit heartworm (for) (28 days)! month) (4 weeks)(on cats)

Controls flea and tick infestations

Once-a month Flea and Tick (Prevention) (Treatment) {Control) (Solution}

Monthly Flea and Tick (Prevention) (Treatrnent) (Control} (Solution)

(28 day} (30 day) (I month) (4 week) Flea and Tick (Prevention) (Treatment) (Control)
{ Solution)

Prevents flea eggs from developing into biting adults (for) {up to) (30 days) (1 month) (4 weeks)
Gentle protection for cats (and kittens)

Quick drying (formula)

Dries quickly

Stays on and doesn’t rub off

Spreads with cat’s natural skin oils

Kills fleas for 3¢ days (1 month) (4 weeks)

Stops and prevents infestations

Prevents re-infestation

Prevents and controls re-infestation(s)

Rapidly eliminates fleas

Fast acting

Long lasting

Effective and convenient topical treatment

Kills fleas (and ticks) through {after} contact

(With) patented applicator

(With) patent pending applicator

Waterproof

Easy spot on topical applicator

Do not reapply product for 30 days

Remains effective even after bathing, water immersion, or exposure o sunlight

{Product Name) remains effective even after bathing, water immersion, or exposure to suniignt,
Avoid contact with treated area until dry. o
Can also be used on breeding, pregnant and lactating queens

Convenient to use

Contains Fipronil and the insect growth regulator (IGR) (S)-Methoprene. (product name)
effectively targets all stages of fleas. Fipronil collects in the oils of the skin and hair follicles,
and continues to be released from hair follicles onto the skin and coat, resulting in long-losting

Optional/alternate text in parentheses or brackets Page 7 of 8
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activity against fleas. ticks and chewing lice.
New (Formula) (claim to be remaved after 6 months)

Contains Fipronil and (8)-Mcthoprene (, the active ingredients used in Frontline Plus ®),
(Brand name) is not manufactured by or distributed by Merial. Frontline Plus® is a registered
trademark of Merial.

Compare to Frontline Plus®

For cats and kittens 8 weeks of age or older
Specially formulated for cats and kiitens

NON-PESTICIDE RELATED CLAIMS AND OTHER OPTIONAL TEXT
1% dose, 2 dose, 3™ dose (X dose)

First month, second month, third month (Xth month)
Value pack

{X) month supply

{X) monthly treatment(s)

Fragrance-free

Unscented

Convenient {easy to usc) applicator

X Pro-cision Flo® Agplicator(s}

With Pro-cision Flo® Applicator

Featuring Pro-cision Flo® Applicator (for casy application )
Direct to your cat’s skin
Easy {simple) to use (handlc) (apply}

After application, the treated arca may appear wet {or) {oily} for up to 24 hours

You may bathe your cat 48 hours after application

To help remind you when you last applied treatment, simply write in the daic when each dose is
applied:
Fust Dose
Second Dose
Third Dose
Xth Dose

Hartz® and other trademarks are trademarks of The Hartz Mountain Corporation

Optional/alternate text in parentheses or brackets Page 8 of 8
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ENVIRONMENTAL PROTECTION AGENCY

EPA Regisieatinon Ny, Drate of Issnapce:
:{, Oflhce of Pesticide Programs
; % Registration Division (7505P) July 9, 2012
1200 Fenasyivania Ave,, N W. 2506-166

Washington, 3.0 20480

Term of Issuance:

NOTICE OF PESTICIDE:

; ",
1 Registration Unconditional
0 Reregistration
{under the Federal Insecticide, Fungicide, amd Rodenticide Act, as Name of Pesticide Product:
amended) Hartz ® Refersnce # 131
Name and Address of Registranl (include ZIP Code):
The Hartz Mountain Corporation,
400 Plaza Drive,
Secaucus, NJF 07094
'Yutt' ' Lhangcs in Iab\.hug dxfllrmg in ﬁubsbmtc fmm Lb ! :\-'_ptt,d n mmnu.tmu w1th 1!11.» mg:stmbon must be subm' Lai v

-and accepted by the Repistration Division priordnse

g, 'l i mb comspondence o this
;ﬂways Tefier to.lhe sbove EPA reglsrmtlon nuinber. . .

On the basis of information Turnished by the registrant, the above named pesticide is hereby registered undar the Federal
insecticide, Fungicide and Rodenticide Act.

Ragisrration i5 in 0o way to he construed as an endorsement or recommendation of this product by the Agency. [a order
profect health and the environment, the Administrator, on bis motion, may at any time suspend of cancel the registration of
4 pesticide {0 acenrdance with the Act. The acceptance of any name in cennegtinn with the registration of a product upder
this Actis not to be cunstrued as giving the registrant a right fo exclusive use of the nawme o to its use i it has been
covered by others,

This actien is token under the authurily of section 3(c){5) of ihe Federal Inzecticide, Fungicide, and Redeniicide Act, as
amsunded. Registration under this section does not eliminate the necd for comtinual reassessment oF pesticides. EPA may
require submission of dala at any thne (o salntain the registration of vour product.

Terms of Registration
1. EPA has registered the preduct Hsted above provided that the following change is made to the lzbel before
you refease the product for shipment:

#.  Revisc the EPA Registration Number to read: "EPA Registration No 2396-166."

b.  The Net Contents in all locations must be displayed in accordance with the deseription identilied n the
Labeling Consistency Committec’s clarification. This informatian may be located at the following
Agency web site under miscellaneous
hitp:#www.epa gov/oppo0C0 L regubzinedabelsfdabel review fag.humiimiseellageous. “Regarding
listing net contents - Net wetght or contents must be stated on a pesticide label in accordance with
FIPRA 2)q23(C)(iii) and 40 CFR 156.10(a)1}1ii}. EPA interpretation of the stantory and regulatory
requirements is that the label must state the total weight for the entire contents as suld and diswributed. in

Signature of Approving Offieal: Date;

Refer to Page 5 July 6,2012

Richard Y. Gebken, Product Mapager {16)
Registration Division, Insecticide Branch

|
|
5
|
|

Ef*A, For 3570-6

102



Pape 2 of 5

addition, the label may indicate the net weight and quantity of individual units within the carton.  For example, "Net
Weight 6,25 1hs. (20 - Soz. packets).” For additional mformation regarding the Net Weight/Contents statement,
please reference Chapter 17 of the Label Review Manual at httpiiswww epa. roviopplfead Ulabeling/dm/chap.
{7.htm.”

c. TUnder the brand name “Hastz® Reference # 1317 and any other alternate brand name, add the following
statemgnt “For use ONLY on CA'TS 8 weeks and ofder™ The word “CAT™ the word “cat” must be the
same size as the brand name. .

d.  Atthe end of all alternate brand names containing the word “kittens™ add the statement *8 weeks and
older.”

e Pictures: Hartz must place large. clear pictures of the appropriate species on the froat panel.

f.  Revise the precautionary statements by replacing the sentence: “Harmfu] if swallowed,” with “Harmful it
swallowed or absorbed through the skin.”

3. Replace "Wash thoronghly with scap and water after handling.” with "Wash thoroughly with soap and
water after handling and before eating, drinking, chewing gum, using tobacco or using the toilet.

h.  Replace "[ndividual sensitivities, while rare, may occur after using any pesticide produet.” with
"Sensitivities may ocour after using ANY pesticide product for pets. ITsigns of sensitivity occur bathe your
pet with mild soap and rinse with large amounts of water. 1f signs continue, consult a veterinarisn
immediately.”

i.  Remove “If signs persist, of beeome mare severe within a few days of application, consult & veterinarian
immediately.” This statement is incarrect and has been incarporated as part of the sepsitivity statement
direetly above.

i- Replace »Consult a veterinarian before using on medicated, debilitated or aged animals.” with "Consult a
veterinarian before using this product on debilitated, aged, pregnant or nursing anjmals.”

k. Insert the following statement ut the end of the First Aid Section:

"Have product comatner or label with you when calling a poison contral center or doctor, or going for
treatment. You may also contact the Hotline number 1-800-xxx-xxx for human and veterinary health
concerns, emergency medical treatment information or pesticide incidents.” The xxx-xxxx must he
replaced with a phone nunber that is available 24/7.

I Within the First Aid Statement, revise the “If in Eyes” statements to: “eHold cve open and rinse slowly and
gently with water for 15-20 minuntes. -Remove contagt lenses, If present, after the first 5 minutes, then
continee rinsing eye. *Call a potson controf center or doctor far freatment advice.” Revise the “If on Skin
or Clothing:” statements o “+Take off contaminated clothing. Rinse skin immediately with plenty of
water for 15-20 minutes. «Call a poison controf center or doctor for treatraent advice.”

m. Revise the tbllowing statement: DO NOT USE ON RABRITS, DO NOT USE ON OTHER ANIMALS ™
o DO NOT USE ON RABRITS, DOGS, PUPPIES OR OTHER ANIMALS.?

0. Remaove "[USE DIRECTIONS HERE] (The application steps below may optionally be numbered or
bulleted to elanify the order, depending on the final physical layout of the label}” The statement “USE
DIRECTIONS HERE” arc confusing. and the subsequent statement is not valid, since the SLUE testing
was done using numbers only.

«. Replace "Repeat every month™ with "Reapply once per month.”

p. ‘Within the Storage and Disposal section, revise the text within the “Disposal™ secticn as follows: “Non-
refillable container, Do not reuse or reftll-this contatner, [ empty: Offer for recycling, if available, If partly
filled: Call your local solid waste agency for disposal instructions. Never place unused product down any
indoaor or outdeor dram.”

q. INDIVIDUAL TUBE TEXT: Revise the Individual tube rext as follows:

Product Name

Oaly for use on cats

0.017 A ez (0.5 mL)

Contatns fipronil (9.80%) and (53-Methoprene {8.80%%)
KEEP QUT OF REACTH OF CHILDREN

CAUTION

See full label for additional directions

EPA Reg. No. 2596-166

r. Remove the word “also™ from the marketing claim : “Product Name can 2lso be used for the treatment and
contrel of mosquitees, snd flea, tick and chewing lice infestations on hreeding, pregnant and lactating
Gueens.”
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s. Revise the marketing claim as follows: ® Provides fast, effective and conventent treatment and control of
tleas, ticks, chewing lice and maosquitoes (Tor cats and kittens 8 weeks or older)

t.  Kemove the foliowing marketing clatm: “Gentle protection for cats (and kittens)” This claim is an mplied
safety clatm, and detracts from other mandatory precautionary label language on the Jabel.

u. Remove the marketing claims “Quick drying (formula)”, and “Driss quickly” These claims coniflict with
the statement: “After application, the treated area may appear wet (or) (oily) for up to 24 hours.”

v. The marketing claim “New (fermula)” is allowed for a period of 6 months from the date of this Notice of
Registration.

w. Remove the following statement: “Spreads with cat's natural skin otls” The Labeling Consistency
Comimittee has deemed this misbranding under 40 CFR 156,10,

X, T11e produs,t c{;mpamtive cla im must ad herc to thL Labcling Cons istenc& Guidance docum eat Iecatcd at the

y. Revise the statement “For cats and kzﬂcns 3 W ccla of age ar older. 0 “"Onl} ‘mr use on cats and kittens 8
weeks of age or older.”

z. Revise the fellowing claim: -“Kills fleas that may cause {flea allergy dermatitisiand)(flea bite anamia)
{fory (28 days) (30 days) (1 manth) {4 weeks) (3-menths) {on cats) by removing 3 months)”

aa. Remove the following claim: “Prevents development of all flea stages for up to 3 months.”

bb. Remove the followmg claim: “Kills adult Fleas. Flea Eggs and 1.arvae (for up to three months)”

cc. Revise the followi mg clatm: "Kills {Adult) Fleas dortpda 3snonths)” by removing “for up to 3 months™

dd. Revise the claim: “Specially formulated for cats and kittens” to; “"Formulated for cats and kittens § weeks
of age or older.”

ge. Replacu the “(X)" in the following clalms: “{X) month supply™ and “{X) monthly treatmentfs)* with a 3.
This is the only package approved by CRI testing, and must be the only package size displaved on the
{abel. Any other package design would require additional Child Resistant Packaging testing,

ff. Remove the statements: “Fragrance-free” and “Unscented™ Claims about the Absence of an Ingredient;
Statements or claims that express the absence of certain ingredients may be misleading statements
prohibited by 40 CFR 156.10 {a)3}. These claims are examples of a true statement used in such a way as to
give a false and misleading impression te the purchaser.

gi. Placement descriptors must be used an any future label submissions indicating the position of all text. {i.c.

Promt Panel, Insert, Back Panel, etc.}. Fuiwre submissions will not be accepted unless these placement

deseriptors are wdentificd on the Jabel at time of submission.

Within 30 days of this Notice of Registration, Hartz Mountain Corporation must revise the data matrix in

aceordence with the Companton Animal Safety Data Evaluation Report (DER dated August 10, 2011 If

the data malrix is not corrected. the claims and staterhents associated witle this DER must be removed. In
addition, therc are invorrect studies ciled in the data matrix for the Acute Toxicity of the preduct which
needs to be corrgeted in the data matrix,

2. This registration is time-limited and expires fwo years from the date this product is first refeased for
shipment. You must provide the Agency with a projected “release for shipment date”, in writing within 30
days of the date of this Notice of Registration. The Agency will calculate the expiration date based on the
projected release For shipment date™ until an actual release for shipment date is provided in writing.

3. Oniy one basic confidential statement of formula (CSF) will be on tile for this product at any time {i.¢., no
alternate formulations or minor formulation amendments will be submitted and/or approved for this product,
except to altow for alternate sources of any individual inert ingredient),

4. You must submit the following data within the timefame desaribed below:

Within sixteen {16) months of the date on this Notice of Registration, provide 1o the Agency acceptable
packages for Storage stability (§830.6317) data and corroston characteristics (830.6320) data. It is recommended
that observations should be made at 0, 3, 6,9, and 1.2 maonth intervals,).

S, You must submit quarterly enhanced incident reports and quararly sales information in doses sold for this
product Tor the quarter that beging on August |, 2012, The guarierly reports are due two months aftet the end of
each quarter. Please flag any Confidential Business Information CBI) as such, Enhanced incident reporting
should be subntiited to the Proaduct Manager. Quarterly sales information should be submitted to the
Registration Division, Immediate Office (attn: Khmberly Nesciy.

The following is a list of information that must be included in the quarterly reports for cach mcident:
EPA Registration Number
Product tame (hrand name)
Lot%
Where purchased: miernet, store, Veterinarian
Active Ingredient(s}

kh.

=y
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6.

7.

Weight range for product
Date on which incident occured, (mmfddivyyy)
State in which the incident ocowred, (standard 2 leiter abbreviation)
Registrant case #
Species: dog, cat. other {specify)
Breed: {(as reported by pet gwvner)
Age: maonths or years
Sex: M, F, or neutered
Weight: pounds
Primary Route of Exposure: dermal, oral, other animal, inhalation, other
Body Systern: neerological, dermatelogical, Gl, respiratory, ocular, other Major signs noted
with gseparate column for each sign, using standard terminology
Time to Onset: (hours, days)
Treated by vetetinarian: ves or no
First time product used: yes orno
Misuse: use on incorrect species, everdose, oo frequent dosing, other (deseribe)
Any known precondition
LPA Severity Code: death, major, moderate, minor
Outcome: died, recovered, still treated, unknown
Along with the enhanoed incident reporting, vou mast submit 2n analysis of all incidents seen, to include the
following details:
a. Al minor dermasl and ocular irritation reperts.

b, Summary table for dogs showing number of incidents of each severity code for cach route of exposure.

Each incident should only be reported once. If one incident has several routes of exposore, the order should

be coular > oral > dermal. In other wiorids, an incident with both oral and dermal exposure would be

reported as oral exposure, and an incident with both ocular and oral exposure would be reposted as oeular

exposure.

t. A similar summary table for cats (misuse or secondary exposure) showing number of incidents of each

severity code for each route of exposure,
d.  Summaury table for dops and table for cats showing number of incidemts that are believed due to
secondary exposure {e.g., multi-pet houssholds).

e. A summary table for dogs showing nmunber of incidents for each severity code for these age ranges: <3
months, 3-6 months, 6-9 moenths, 9-12 months, 1 vy, 2 ye, Syr. dye, S yr, 6 y1, T yr, Sy, @y, 10 v, (] yr,

12w, 13 yr, Howr, [Ser, > 15yt

f. A summary table showing the number of dog incidents for each severity code for each pet weight runge

on the product {abel,
£ A snmmary table for dog weight showing number of incidents for each product weight range.  This
table should show number of incideats in dugs weighing less than that preduct weight range, number of

incidents in dogs in lower half of weight range, number of incidents in dogs in upper balf of weight range,

and dops weighing more than the product weight range.

h.  Table showing nomber of incidents for each dog breed.

i. Table showing number of incidents in dogs for each clinical sign.

t. Table showing number of incidents in dogs for each organ system.

k. Report aggregate incidents, but do not combine moderate and minor incidents.

IFEPA determines that future mitigation measures are necessary for all pet spot-on products, the Agency

will inform all registrants concemed. ¥ mitigation measures are necessary, EPA may take regulatory action.

8.

Hartz Mountain Corporation must adeguately address all of the mitigation actions identified in the Agency's
Generic Pet Spot-On Milgation Plan available at the following intemet site within 80 days [ollowing the date
of this Notice of Registration: hitp/Awww epagovipesticidssshealth/spot-on-meetings.tml.
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You must situnit and/or cife all data required for registration of yow product under FIFRA Section 3(c¥)
when the Agency reguires all registrants of similar products to submit such dara, and submit acceptable responses
required for registration revicw of your product under FIFRA.

Twa copies of the finished labeling must be submitted prior to releasing the product for shipment. If you
fail tr comply with all of tie Terms of Registration staled above, the repistration will be subject to cancellation in
accordance with FIFRA sec. 6{e) and/or automatically expire. Your release for shipment of the product constitutes
your acceptance of these conditions,

A copy of vour label stamped “Accepied with Comments” ts enclosed for your records, I vou have any
questions concerning this action, please cantact me Richard 1. Gebken at (703) 305-6701 or
gebkenrichardi@epa. gov.

Sincerely,

g‘ L&w&p/ i~

Richar:d Gebk

Broduct Mannger 10

Insecticide Branch

Regisiration Division (7305C)
Enclosure
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Hartz® Reference # 130
Alternpte Brand Names

Hurtz® UltraGuard Plus® Flea (and) (&) Tick Topical Treatment for Dogs
Hartz® UltraGuard Pro® Flea (and) (&) Tick Topical Treatment for Dogs
Herta® UltraGuard Max™ Flea {and} (&) Tick Topical Treatment for Dogs

Hartz® InControl Advanced® Fler {and) (&) Tick Topical Treatment for Dogs
Hartz® InControl Max™ Flea (and) (&) Tick Topical Treatment for Dogs

Revo Advanced™ Flea {(and) (&) Tick Topical Treatment for Dogs

Hartz® Revo Advanced™ Flea (and) (&) Tick Topical Treatment for Dogs

Hartz® Pro Force™ Dual Action Topical Treatment for Dogs AGCEPTED
Hartz® FieldForce™ Dual Action Topicat Treatment for Dogs With COMMENTS
Hartz® First Defense™ Dual Action Topical Treatment for Dogs In j}]’i\ Leﬂercgﬂaf%ed:
J g i

o nder the Federal indeciicide, Fungicide
Hm PTD Force™ for Dogs ;ddﬂéaemicide Act, As amended, ?or the
Hartz® FieldForce™ for Dogs pesticide Registered under EPA Reg. No:
Hartz® First Defense™ for Dogs 239, - -”f.o”ﬁ’,

Hartz® UltraGuard Plus® Flea (and) (&) Tick Topical Solution for Dogs
Hartz® UltraGuard Pro® Flea {and) (&) Tick Topical Solution for Dogs
Hartz® UittaGuard Max™ Flea (and) (&) Tick Topical Solution for Dogs

- Hartz® InControl Advanced® Flea (and) (&) Tick Topical Solution for Dogs
Hirtz® mControl Max™ Flea (and) (&) Tick Topical Solution for Dogs

Revo Advanced™ Flea {and} (&} Tick Topical Solution for Dogs

Harz® Reve Advanced™ Flea {and) {&) Tick Topical Solution for Dogs

Hartz® Pro Foree™ Dual Action Topical Solution for Dogs o R
Hartz® FieldForce™ Dual Action Topical Solution for Dogs e e
Hartz® First Defense™ Dual Action Topical Solution for Dogs : se s

Hartz® Pro Force™ for Dogs
Hartz® FieldForee™ for Dogs
Hartz® First Defense™ for Dogs

FieldForce™ Dual Action Topical Treatment for Dogs
First Defense™ Dual Action Topical Treatment for Dogs
¥ieldForce™ for Dogs

First Defense™ for Dogs

Optional/altertate text in parentheses or brackets | Page | of 8
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FieldForce™ Dual Action Topical Solution for Dogs
First Defense™ Dual Action Topical Solution for Dogs

[Each of the above brands will be packaged in the weight classes designated below:]
Weighing Up to 22 lhs.
Weighing 23 to 44 lbs.
Weighing 45 to 88 1bs.
Weighing 89 - 132 Ibs.

ACTIVE INGREDIENTS:

| 33 0711 DD U T 9.80%
[0) R (o a7o] (o L O U R OO O 8.80%
OTHER INGREDIENTS ......oioii i eee oo eeeeeeeeseeeereereemsenenns | 81,40%
O T AL i et e e et et ar— e et a s 100.00%

KEEP OUT OF REACH OF CHILDREN
CAUTION: Sce back panel for additional precautionary statements.

NET CONTENTS: Ceontains-faumber)-tubes,-each—ilog{—mb)

. For Dogs and Puppies Weighing: Net Contents {Each fube) ]
_i Up to 22 fbs. 0.023 1l. 02. (0.67 ml.} '
a 23 to 44 [bs. 0.045 fl. oz, (1,34 ml)
I 45 - 88 T, " 0.091 11, o7. (2.68 mi.)
| 89 ~ 132 Ibs. _ 0.136 f.. oz. (4.02 mL)

EPA Rep. No. 2596-RAL
EPA Est, No,

Hartz® and other trademarks are trademarks of The Hartz Mountain Corporation.
Made by The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094 (U S. A. )

{Cat Warning: A cat prohibition icon will appear on the front panel and back panels, ana )
possibly an additional placement on a side panel. | T

PRECAUTIONARY STATEMENTS S
HAZARDS TO HUMANS., CAUTION. I
Harmfulifswallowed: Causes eye frritation. Avoid contact with skin, eyes or clothing. “Wash

HAZARDS TO DOMESTIC ANIMALS. '
For external use only. Do not use on puppies under 8 weeks of age. individual sensttivitios;

while-rerenay-oecur-after-iving-uny pes-&ade—pseéuet- Pets may cxpmence some temporary

irrilation at the site of product application.

“Uwistionah'altemam text in parentheses or brackels Paggg of 8
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interact with pesticides.

arian-beforerepeating-treatment. Certain medications can

1 £

PHYSICAL OR CHEMICAL HAZARDS
COMBUSTIBLE: Do not use or store near heat or open flame.

FIRST AID

slysoat perpfngsae ae labyal soradh gty wach o an
g A SR WL N R 14

IF SWALLGOWED: (ali a poison controi center or doctor immediately for treatment advice.
Have person sip a glass of water if able to swallow. Do not induce vomiting unless told to do so
by a poison control center or doctor. Do not give anything by mouth to an unconseious person.

IF IN EYES: Hold eyc open and rinse slowly and gently with water for 15-20 minutes.
Remove contract lenses, if present, afier the first 5 minutes, then continue rinsing eye. Call a
poison control center or docter for treatraent advice,

IF ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin immediately with
plenty of water for 15-20 minutes. Call a poison control center or doctor for treatment or advice.

DIRECTIONS FOR USE LR
It is a viclation of Federal law to use this product in a manner inconsistent with its labeling.” ™

READ ENTIRE LABEL BEFORE EACH USE

USE ONLY.ON DOGS OR ON PUPPIES 8 WEEKS OF AGE OR OLDER

Optional/alternate text in pa}éﬁfheses or brackets Page 3 of §
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1 €) Remove one applicator
| tube from the package and
| hold in an upright position
| pointed away from your

| face.

77 | @ Twist dispensing tip
L= clockwise about ¥ turn
Z® 1 while pushing down to
-1 break the tube’s seal.
| Do not remove the
dlspensmg tlp

€) Fosition the dispensing tip on the dog’s back
between the shoulder blades. Use the dispensing
tip of the tube to part the dog’s hair so that the
product will be applied at skin level. Begin
squeezing out the contents of the tube to form a
stripe as you move from the shoulder blades
along the dog'’s back to the base of the tail.

@) Repeat every month.

......

.....

Optional/altcmate text in parentheses or brackets Paged of 8
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Hartz ® Reference #130 February 4, 2011
EFPA Reg. No.: 2596-RAL Revised March 27, 2012
MASTER LABEL- -

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage and disposal.

PESTICIDE STORAGE: Keep this product in its tightly closed original container, when not in
use. Store in a cool, dry (preferably locked) area that is inaccessible fo children and animals,

PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be disposed of on
site or at an approved waste disposal facility,

CONTAINER DISPOSAL: Non-refillable container. Do not reuse or refill this container.
empty: Offer for recycling, it available. If partly filled: Call your local solid waste agency for
disposal instructions. Never place unused product down any indoor or outdoor drain.

For more information calt our (flea and tick) experts at 1-800-275-1414 (weekdays, 9 am - § pm
ES.T)

INDIVIDUAL TUBE TEXT

[Aduit Fleas]
Kills Fleas {that may transmit tapeworm) (for) (28 days) (30 days) (1 month) {4 weeks) tendegs)

Optional/altermate text i parenﬁgses_ or brackets ' Page Sof § 111




Hartz ® Reference #130 February 4, 2011
EPA Reg. No.: 2596-RAl. Revised March 27, 2012
MASTER LABEL--

Kills (Aduit) Fleas (for-up-to-3-months)
Kills fleas that may cause (flea allergy dermatitis) {and) (flea bite anerma (for) (28 days) (30

days) (1 month) (4 weeks) &-meonths) (on dogs)

Kills newly emerged adult Fleas before they lay eggs

1f there 1s a high risk for flea reinfestation, a once a2 month application may be needed
Stops existing infestations

Prevents establishment of new infestations

[Flea Eggs]
Kills Flea Eggs (and Flea Larvae) (for) (28 days) (30 days) (I month) (4 weeks)
Prevents Flea Eggs from hatching

[Ticks]

Kills Ticks (for) (28 days) (30 days) {1 month) (4 weeks)

Kills (all stages of } Brown Dog Ticks, Amernican Dog Ticks, Lone Star Ticks and Deer Ticks
{for) (28 days) (30 days) (1 month) (4 weeks)

Kills (all stages of ) Deer Ticks (that may carry Lyme disease) (for) (28 days} (30 days) (1
month) (4 weeks) (on dogs)

Kills all biting stages of ticks

Kills adult {(brown dog) {deer) ticks, nymphs and larvae

Kilis Ticks including those that may transmit Lyme disease

[Lice & Mange]
Rapidly eliminates chewing lice infestations
Aids in Control of sarcoptic mange infestations

[Mutltiple)
Kills Fleas, Ticks, Flea eggs, Chewing Lice, (Flea larvae)
Kills Fleas, Ticks, Flea eggs, (Flea larvae) (through contact) (for) (28 days) (30 days) (1 rnonth)

(4 weeks)

Kills Fleas, Ticks, Flea Eggs, (Flea larvae), (Chewing lice) (through contact) (for) {28 days) p()
days) {1 month) (4 weeks)

Kills Fieas, Ticks, Flea eggs, (Flea larvae) (after contact) (for) (28 days) (30 days) (1 momh) (4

weeks}
Prevents development of all flea stages for up to 3 months.

Kills aduit Fleas, Flea Egps and Larvae orup-to-three-months)

Kills Fleas, Brown Dog Ticks, Deer Ticks, Flea Eggs, (Flea larvae) (after contact) (for) (28 days)
(30 days) {1 month) (4 weeks)

Controls Flea and Tick infestations (on dogs) (for) (28 days) (30 days) (1 month) (4 v.eeks)
Provides fast, effeclive and convenient ireatment and conirol of fleas, ticks, chewing lice and

mosquitoes {for dogs and puppies)

Helps prevent re-infestation of fleas and ticks (for) (28 days) (30 days) {1 month) (4 weeks)
Helps prevent flea and tick re-infestation (for) {28 days) (30 days) (1 month} (4 weeks)

Optional/alternate text in parentheses or brackets Page 6 of 8

112



Hartz ® Reference #130 February 4, 2011
EPA Reg. No.: 2596-RAL Revised March 27, 2012
MASTER LABEL- -

Kills flea eggs and flea larvae to help prevent future re-infestations
Kills all stages of the flea life cycle

Breaks the flea life eycle

Prevents all flea stages (eggs, larvae, pupae) from developing

[Mosnquitoes]

Kills mosguitoes within 24 hours for up to 7 days, and within 48 hours for up to 28 days,

Kills Mosquitoes that may transmit West Nile virus (for) (28 days)(1 month) (4 weeks)on-dogs)
Kills Mosquitoes that may transmit beartworm (for) (28 days)(1 month) (4 weeks)}on-degs)

Controls flea and tick infestations

Once-a month Flea and Tick (Prevention) {Treatment) (Control) (Solution)

Monthly Flea and Tick {Prevention} (Treatment) (Control) (Solution)

(28 day) (30 day) (1 month) (4 week) Flea and Tick (Prevention) (Treatment) {Control)
{Solution}

Prevents flea eggs from developing into biting adults (for) (up to) (30 days) (1 month) (4 weeks)

Gentle-protestion-for-dogs-(and-puppies)
Quick-drrng-(formula)

D i

Stays on and doesn’t rub off

Kills fleas for 30 days (1 month) {4 weeks)}
Stops and prevents infestations

Prevents re-infestation

Prevents and controls re-infestation(s)
Rapidly eliminates fleas

Fast acting

Long lasting

Effective and convenient topical freatment
Kills fleas (and ticks) through {after) contact
{With) patented applicator

{With) patent pending applicator . |

Waterproof _
Easy spot on topical applicator

Do not reapply product for 30 days

Remains effective even after bathing, water immersion, or exposure to sunlight

{Product Name) remains effective even after bathing, water immersion, or exposure 16 snnught
Avoid contact with treated area until dry. S
Can also be used on breeding, pregnant and lactating bitches

Convenient to use

Contains Fipronil and the insect growth regulator (IGR) (5)-Methoprene. (product name)
effectively targets all stages of fleas. Fipronil collects in the oils of the skin and hair follicles,
and continues to be refeased front hair follicles onto the skin and coat, resulting in long-lasting
activity against fleas, ticks and chewing lice.

Optional/alternate fext in parentheses or brackets Page 7 of 8 11 3



Hartz ® Reference #130 February 4, 2011
EPA Reg. No,: 2596-RAL Revised March 27, 2012
MASTER LABEL- -

New (Formula) fede:

Contains Fiproni] and (8)-Methoprene {, the active ingredients used in Frontline Plus ®).

(Brand name) is not manufactured by or distributed by Merial, Frontline Plus® is a registered
trademark of Merial.

Compare to Frontline Plus®

For dogs and pupples 8 weeks of age or older

NON-PESTICIDE RELATED CLAIMS AND OTHER OPYIONAL TEXT
1™ dose, 2™ dose, 3 dose (X" dose)

First month, secord month, third month (Xth month)
Value pack

&5-month supply

23-monthly treatment(s)

Fragrance-free

Unseented

Convenient {easy to use) applicator

X Pro-cision Flo Applicator{s}

{Pro-cision Flo®Applicator)

Direct to your dog’s skin
Easy (simple) to use (handle) {apply)

After application, the treated area may appear wet (or) (oily) for up to 24 hours

You may hathe your dog 48 hours after application

To help remind you when you last applied treatment, simply write in the date when cach d%" i8
applied: ;
First Dose L
Second Dose T
Third Dose
Xth Dose

Hartz® and other trademarks are trademarks of The Hartz Mountain Corporation

Optionab’aitemate text in parenthcses er brackets Page § o B 11 .




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

QFFICE GF CHEMICAL SAFETY AND POLLUTHOIN PREVENTION
OFFIUE OF PESTHIIDE PROGRAMS
REGISTRATION DIVISION (75058,

DP BARCODE No.: 388640, FILE SYMBOL No.: 2536-RAA; PRODUCT NAME: Hartz Reference #131;
DECISION No.: 445037, PC Code(s): 128121, 105402; ACTION CODE: R-310; FOOD Use: No

DATE OUT: July 27, 2011

SUBJECT: End Use Product Chemisiry Review
Product Name: Hartz Referance #131

FAWA Vs
P
FROM: Shyam Mathur ?{vx/\-ﬁ"" o~ ~2 Z {/
Product Chemistry Team Leader ¥ \
Tachnical Review Branch/RD {7505P) /_‘T/
TO: Bonaventure Akinlosotu / Richard Gebken, RM 10 ;

insecticide Branch { RD {7505F)

Company Name: The Harlz Mountain Corporation
Formulation Type: Insecticide

INTRODUCTION:

The registrant has submitted an application for the registration of the new end use product "Hartz Reference
#131,” 2 liquid flea and tick treatment combination product for cats and kitters containing Fipronil and (S)-
Methoprene. in suppori of the registration application, the registrant has submitted 830 series group A
product chemistry data with MRID Nos. 483780-03 and 483792-92, and 830 series groun B data with MRID
No. 483782-01. The registrant is using the “cite-all” method of support with Merial {EPA Co. No. 65331). ).
The pritmary review on the product chemistry data was performed by Summitec Corporation, Knoxville, TN.
TRB has been asked o determine the acceptability of the proposed basic CSF and the supporting product
chemistry data.

SUMMARY OF FINDINGS:
1. Name of Active ingredient(s): Fipronil (8.80%} and {S)-Methoprene {11.80%}
2. Has the registrant claimed subsiantial similarity to a registered product?
{1Yes: [X] No; [ ] NA; if ves give the regisfration number of the cited product.
EPA Reg. No: NA
3. Ali of the source materials of the active ingredient are denved from registered sources- [X] Yes [ ] No

4. Al inert ingredients have heen screened by [IAB and found to be approved for the proposad labeled
uses.
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DPF BARCODE Mo.: 383840Q; FILE SYMBOL No.: 2506-RAA: PRODUCT NAME: Hartz Reference #131:
DECISION No.: 448Q037; PC Codefs}) 129121, 105402 ACTION CODE; R-31G; FOOD Use: No

&. Confidential Statement of Formula(s):
[X] Basic - Dated 2/4/2011; Re-submifted - Dated: NA
Alternate CSF(s) complies with 40CFR§152.43: 1 ] Yes; [ ] No; [X I NA
€. Product lzbel
a.  Ingredient statement Nominal concentration of Al listed an CSF(s) concurs with product labe!
{FR Notice 91.2}.
[X] Yes; { ] No; if not, expiain below:

is the sub statement in compliance with PR Motice 87-8 {inert ingredient vs other ingredient)
[(X] Yes: [ ] No; i not, explain below:

Metaliic equivalent. [ Yes [X]NA
Soluble arsenic { 1¥es [XINA
lsomeric ratios: [ TYes [X]NA
Acid Equivalent: [ JYes [X]NA; acid equivalent =

b. Health related sub statements: Product containg?

Petroleum distillate at > 10%: [ ] Yes [XINo [INA
Methano! at > 4%: [ ]Yes{XINa [}NA
Sodium nitrate/Sodium nitrite: [ ] Yes [X]Ne []NA

c. Physical chemical hazard statement: Product labe!l requires a stetement per 40 CFR §156.78 for:
flarmmability, explasive potential or efectric insulator breakdown?
[X]Yes; {1 No
(Combustible: Flashpoint = 40°C; 104°F)

Is the sub statement in compliance with PR Notice 98-6 {Total Release Fagger)?
[]Yes: []Ng; [X] NA; if not. expiain below

d. Lahelrequires an additional Storage and Disposal statemeant:
[} Yes: [X] No; if yes explain below:

]
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DP BARCODE No.: 388640; FILE SYMBOL No.: 2596-RAA; PRODUCT NAME: Hartz Reference #131;
DECISION No.: 445037, PC Code(s);129121, 105402; ACTION CODE: R-310; FOOD Use: No

7. Group A Product Chemistry Data

TRB's determination of the acceptability for the proposed product is listed in the tables below.

Data submitted ,
Guideline TRB’s
No. Study Title Assessment | MRID Nos.
of Data
Yes No

830.1550 Product Identity & Composition X A 483792-02 & CSF

Description of materials used to X G 483792-02; MSDSs
830.1600 produce the product not provided

, Description of formulation X A

830.1650 process 483792-02

Discussion on the formation of X A
830.1670 impurities 483792-02

X NA
830.1700 Preliminary analysis Not required
Standard certified
fimits X U

Certified 483792-02 & CSF;

limits Froposed Limits The lower limit for

(158.350}) Justificatfon for
830.1750 wider limits (too high).
830.1800 Enforcement analytical method X A 483790-03

A = Acceptance, N = Not Acceptable, G = Data Gap, W = Waiver Request, | = In Progress, NA = Not
Applicable; U = Upgradeatle.
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DP BARCODE No.: 388640; FILE SYMBOL No.: 25396-RAA; PRODUCT NAME: Hartz Reference #131;
DECISION No.: 445037; PC Code(s):129121, 105402; ACTION CODE: R-310; FOOD Use: No

CONCLUSIONS:

The TRB has reviewed the product chemistry data submitted for the proposed end-use product and has
concluded that:

1.

2.

The proposed CSF for the basic formulation of Hartz Reference #131 (dated 2/4/2011) is acceptable.

The product chemistry data submitted corresponding to guideline 830.1600 (description of materials
used to produce the product) are not acceptable. The MSDSs for the starting materials were not
provided.

The product chemistry data submitted corresponding to guideline 830.1650 (description of the
formulation process) are acceptable.

The product chemistry data submitted corresponding to guideline 830.1670 {discussion of the
formation of impurities) are acceptable.

The product chem'istry data submitted corresponding to guideline 830.1750 (certified limits) are not
acceptable || R ucver limit is too high.

The product chemistry data submitted corresponding {o guidelines 830.6302 (color), 830.6303
(physical state), 830.6304 (odor), 830.7100 {viscosity), 830.614 {oxidation/reduction; chemical
incompatibility), 830.6315 (flammability), 830.6316 (explodability), 830.6321 (dielectric breakdown
voltage), 830.7000 (pH), and 830.7300 (density) are acceptable. The registrant is using self-
certification for the Group B data (EPA Form No. 8570-36).

Storage stability {(830.6317) data and corrosion characteristics (830.6320) data for the product will be
provided when the testing is complete. It is recammended that observations should be made at 0, 3,
8, 8, and 12 month intervals.

The proposed label was screened as it pertains fo the product cherhistry requirements. The final
review of the proposed label and uses are the purview of the RM team.
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DATA EVALUATION RECORD

FIPRONIL AND (S)-METHOPRENE
{HARTZ REFERENCE #131)

STUDY TYPES: Product Identity and Compositien (OPPTS 830.1550)
Description of Materials Used to Produce the Product {OPPTS 830.16060)
Description of the Formuiation Process (GPPTS 836.1650)
Discussion of Formation of Impurities (QPPTS 830.1676)
Preliminary Analysis (OPPTS 830.1700)
Certified Limits (OPPTS 830.1730)
Enforecement Analytical Method (OPPTS 830.1860)
Physical and Chemical Characteristics (OPPTS 830.6362-830.7950)

MRIDs 483792-01, 483792-02, 483790-03

Prepured for
Registration Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
One Potomac Yard
2777 South Crysral Drive
Arlington, VA 22202

Prepared by
Summitec Corporation
9724 Kingston Pike, Suite 602
Knoxville, Tennessee 37922

Task Order No. 3-A-63

Primary Reviewer: : . \ 1 L
Thomas C. Marshall, Ph.D. Signatare: ﬂqu’éf} C" 1444569! W, 7
Date: 333 §TL

Sccondary Reviewers: ol

Eric Lewis, M.S, Signature: Gy %
Date: -
Raobert Ross, M.S.. Program Manager Stgnature:
Date:
Quality Assorance:
Angie Edmonds, B.S, Signature:
Date:

Dusclaimer
This review may have been aliered subsequent to the contradior's signatures ghave.
Summitec Corp. for the 115, Enviconmental Protection Aganey under Contrzet No EP-W.11-014
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S e UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
- WASHINGTON, B.C. 20460
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QOFFHE OF CHEMICAL SAFETY
AN POLLUTEON PREVENTION

OFFICE OF FESTICIDE PROGRAMS
REGISTRATION DEVISEON {7505P)

August 5, 2011

MEMORANDUM
Subject: Name of Pesticide Product: HARTZ REFERENCE #131
EPA Reg. No. /File Symbel: 2596-RAA
DP Barcode: : DP 388641
Decision No.: 445037
Action Code: R310
PC Codes: 129121 (Fipronil: 9.8%)

105402 (S-Methoprene: 11.8%)

Byron T. Backus, Ph.D., Toxicologist P) wymfﬁ (} e

1.0 Toypicol oty

From:

Technical Review Branch Ay~ T S SR X

o ician (74 ’

Registration Diviston (7505P) I ( { W U
To: Bonaventure Akinlosotw/Richard Gebken, RM {0

Insecticide Branch

Registration Division (7505P)
Registrant: THE HARTZ MOUNTAIN CORP.

FORMULATION FROM LABEL:

Active Ineredient(s): by wt.
129121 Fipronil 9.80%
105402 (S)-Methoprene 11.80%
Other [ngredient(s): 78.40%%
TOTAL 106.00%

ACTION REQUESTED: The Risk Manager requests:

“For your review: An R310.”
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BACKGROUND:

The matenal received inciudes a Form 8570-1 (dated April 28, 2011} that states this product 1s similar
in composition and labelling to EPA Reg. No. 63331-4 (Frontline Plus for Cats), a2 CSF dated
February 4, 2011, a data matrix dated April 28, 2011 {which indicates the registrant is citing the
following MRID studies to satisfy the acute toxicity data requirements: 43951703 [acute oral
toxicityl; 4448770] [acute dermatl toxieity]; 44433302 [acuie inhalation toxicity];, 449420006 [primary
eye imttation]; 45612702 [primary dermal irritaizon); and 44942008 [dermal sensitization], and a
proposcd label {which, however, doc¢s not indicate the dosage ratc or dosage rates for use on cats; the
dosage rate for 03331-4 15 0.017 11, oz or 0.50 mL).

COMMENTS AND RECOMMYENDATIONS:

I

~ 4

After comparing the CSFs for 2596-RAA and EPA Reg. No. 653314, TRB concludes that the two
formulations are toxicologicalty similar,

From QPPIN, the citation for MRID 43951703 is: de Jouffrey, S. (1996) deute Oral Toxiciy in
Rats: Fronidine Top Spot (RMI6011/62): Lab Project Number: 13430 TAR. Unpublished study
prepared by Centre International de Toxicoiogie. 49 p. A check of ITHAD gives no indication that
this study has ever been reviewed. A cursory review of MRID 43951703 (from Documentrum}
indicates the test material was RM1601E/62, containing 9.92% RMI1601 (Fipronil). Therat oral
LDsy valucs with 95% confidence limits were: males: 2515 (1446-5020) mg/kg; females: 3259
{1869-8371) mg/kg. Thesce are consistent with a Toxicity Category I classification by the oral
EXPOSUre Youte,

From (OPPIN, the citation ot MRID 44487701 is: Astruc. B.; Suberville, S.,; Base, F. et al, (1998)
Evaluation of the Presence of M&R 10513 on the Huir After a Topical Application (Spot-on or
Spray) of Fipronil 1o the Dog: Final Report: Lab Project Number: MET419: R302439.
Unpublished study prepared by Merial. 28 p. This is not a dermal 1.Dgq study. According to our
records, there is an aceeptabie rat dermal 1.D<, study for this formulation (identified as
RMI601E/62) in MRID 43577706 (review in TXR 5003209 with assignment to Toxicity
Category IV by this exposure route.

From OPPIN, the citation for MRID 44433302 is: Meo, N.; Gorealez, C.; Mesrer, T (1997)
Dermal and Inhalation Exposure of Commercial Per G womer:: During Application of Frontline
Spray Treatment: Final Report: Lab Project Number: MERIAL-443-SAFXT046: SAFX046:
PDAYZG5. Unpublished study prepared by ABC Labs., California and Animal Appeal Grooming
Shop & Case Veterinary Hospital, 1066 p. This is not an inhalation L.Cs;, study. However, the
Agency does not require inhalation LCs, studies on pet spot-on products.

From OPPIN, the citation for MRID 44942000 is: Findlay, J, (1999) Acute Eye Irritation Study of
ML-2.095,988 308¢) in Rabbits: Final Report: Lab Project Number: 1087SN4: PR&ED 00295
PRE&ED 0029301, Unpublished study prepured by HT Research Institute (JITRI). 18 p. {OPPTS
870.2400}. The test material contained 10% fipronil and 12% S-methoprene. According to our
records this study has been reviewed (TXR 5001486) and classified as acceptable. This citation
can be used to satisfy the primary eye irritation study requirement for 25896-RAA. Although this
study indicates a Toxictty Category 1V classtfication by this exposure route, the label of the cited
product (6533 1-4) includes the precautionary statement: “(Clauses eye irritation.” and there is a first

2
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aid staternent for eye exposure, so 2596-RAA would be classified in Toxicity Category [H by this
exposure route.

. From QPPIN, the citation for MRID 45612702 1s: Nolan-Smith, S. (2001) To Investigate the Safety
of a Topical Formulation Containing ML-2,095,938 5097 in Dogs Weighing Approximately 2kg
(+/-1.3kg} ar One, Three and Five Times the Maximum Label Recommended Dosage: Final
Report: Lab Project Number: 1686712 1686/12-12160. PR&ED 004380, Unpublished study
prepared by Covance Laboratories. 324 p. {OPPTS 8§70.7200}. This is nol a primary dermal
irritation study. According to our records, there is an acceptable primary dermal irritation study
which can be used to satisfy this data requirement for 2596-RAA in MRID 44942007. This study
was conducted on a formulation containing 10% fipronil and 12% S-methoprene (review in TXR
5001486) with assignment to Toxicity Category [V by this exposure route.

From OPPIN, the citation for MRID 44942008 is: Fiadlay, J (1999) Skin Sensivization Study ¢f
ML-2,005 988 3080 Using the Modified Buchier Method in Guinea Pigs: Final Report: Lab
Project Number: 1087SN5: PR&D 000296: PR&D 0029601, Unpublished study prepared by [T
Research nstitute (UTRI), 23 p. {OPPTS 870.2604)}. The test material contained 10% fipronil and
12% S-methoprene. According to our records this study has been reviewed (TXR 5001486) and
classified as acceptable; the formulation is not a dermal sensitizer. This study can be used to
satisfy the dermal sensitization study requirement for 2596-RAA.

‘8. TRB concludes that the registrant has given incorrect MRID citations for the dermal 1.Ds,,

inhalation LCsy, and primary dermal jrritation studies in the data matrix dated April 28, 201 1.
These citations should be corrected before TRB makes precautionary and first aid labeling
recomunendations. The registrant should also provide the proposed dosage rate(s).

. This review does not address the companton animal safety study requirements for 2596-RAA,

122



SO e UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
‘ ' WASHINGTON, D.C. 20460

4, pot® AND POLLLTION PREVENTION
OFFICE OF PESTICIDE PROGRAMS
HECGISTRATION BVISION {7505P
August 9, 2011
MEMORANDUM
Subject: Name of Pesticide Product: HARTZ REFERENCE #131
EPA Reg. No. /File Symbol: 2596-RAA
DP Rarcode: DP 388644
Decision No.: 445037
Action Code: R310
PC Codes: 129121 (Fipronil: 9.8%)
105402 (S-Methoprene: 11.8%)
/‘H&
From: Byron T. Backus, Ph.D., Toxicologist o Y { n ,.at\
Technical Review Branch Ayt . T - W
Registration Division (7505P) Mgt
To: Bonaventure Akinlosotw/Richard Gebken, RM 10

Insecticide Branch
Registration Division (7505P)

Registrant:  THE HARTZ MOUNTAIN CORP.

FORMULATION IFROM LABEL:

Active Ingredient(s): by wt.
129121 Fipronil 9.80%
105402 (S)-Methoprene 11.80%
Other Ingredient(s): 78.40%
TOTAL 100.00%

ACTION REQUESTED: The Risk Manager requests:

“For your review: An R310.”
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BACKGROUND:

The material received includes a Form §570-1 (dated April 28, 2011} that stales this product is similar
in composition and labelling to EPA Reg. No. 65331-4 (Frontline Plus for Cats), a CSF dated
February 4, 2011, a data matrix dated Apri 28, 2011 (which indicates the registrant is citing the
following MRIDs to satisfy the companion animal safety data requirements: 43363801 and
44942009), and a proposed label (which, however, does not indicate the dosage rate or dosage rates
for use on cats; the dosage rate for 65331-415 0.017 fl. 0z or .50 mL).

COMMENTS AND RECOMMENDATIONS:

L.

After comparing the CSFs for 2596-RAA and EPA Reg. No. 653314, TRB concludes that the two
formulations are substantially similar in toxicity,

From OPPIN, the citation for MRID 43863801 is: Cameran, D.; Malthy, B. (1995; Domestic
Animal Safety by Topical Administration to Cats: Fipronil Spot Treatment: Lab Project Number:
MRX 24:950746. Unpublished study prepared by Huntingdon Research Centre, Lid 174 p.

From OPPIN, the citation for MRID 44942009 is: Clery, D. 11999} Fipronil/(S}-

Methoprene/ Topical/Solution/Turgel Species Sufety Study in the Cat: Imterim final Report: Lab
Project Number: GBO11/99-001: PR&D 0023301, Unpublished study prepared by Biological
Labs. Europe Lid 127 p. fOPPTS 87067200},

The studies in MR1Ds 43863801 and 44942009 will support the use of this product on adult cats
and kittens (> & weeks of age).

The propesed label for 2596-RAA includes the claim: “Can also be used on breeding, pregnant
and lactating queens.” In order to have this claum, the registrant has to cite the study in MRID
45618502: Godin, C.; Alva, R. (2000; ML-2,095, 988 3080Q/Car/Solution/Topical/Safety’
Tolerance/Reproduction, Reactions: Final Report, Lab Project Number: PR&ED 0020301 WEL
99886. Unpublished study prepared by White Eagle Toxicolegy Laboratory. 88 p.

The proposed label for 2596-KAA includes the claim: “Fipronil collects 1n the oils of the skin and
hair follicles, and continues to be released from hair follicles onto the skin and coat, resulting in
long-lasting activity against fleas, ticks, chewing lice and mosquitoes.” In order to have thig
claim, the registrant has to cite the study in MRID 43377716; Villageliv, J; Lopez, S.; Germa, M.,
et al (1994) Percutaneous Absorpiion und Distribution of Radioactivity in Haiy, Skin, and Fat
After Spot-On dpplication of (Carbon 14)-RAMI601 in Cats: Lab Project Numbers: CD-93:3748F.
Unpublished study prepaved by Centro de mvestigacion y Desarrollo dplicado, S.4.L. 42 p.

The registrant should also provide the proposed dosage rate(s) for 2596-RAA, which should be

consistent with (no greater than) that of EPA Reg. No. 653331-4 {0.017 fluid ve. or (.50 mL per
application).
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Recommendation of Division Directors Negotiated Due Dates has been

compieted by Marty Monell.
Workflow Messenger o Marty Monell, Bonaventure Akiniosotu 08/31/2011 04:03 P

Sent by: Marty Monsli

Recommendation of Division Directors Negotiated Due Lates has been completed by Marty Monell.

Click on this iink 10 access this form:
mips://webforms. epa.goviwebforms/iwebformsadmin.nsfiforreOpen?OpenAgent&UNID=CEAD2DESES0SS

096852578FCGOCSEDF85RUSERDB=webforms/webfarmsapp.nsf

Click on this link to access alf your forms:
https: /iwebforms.epa. goviwebforms/webformsapp.nsf
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Recommendation of Pivision Directors.
Negotiated Due Dates

Decision #: I Registration #: Petition #: nea
445034 445035 2596 RAG, RAU
442436 & 445037 2506-RAL, RAA
See page 2 for additinnal regiztraiion entries '

Chemical Name: Fipronil, and Fipronit + S-Methoprene

Fee Category: R310 !. PRIA Decision Time Frame: 8 Menths

Submitted by:Bonaventurs Akinlosolu Branch: ocsepiorpirn Date: ce1e2011

Company: Trne Hartz Mountain Corp.

Original PRIA Duec Date: 08/08/2011 | Proposed New PRIA Duc Date: 03/08/2012

Previous Negotiated Due Dates:
Is the “Fix” in-house? DYes No D o' If not, date “Fix” expected: 01/08/2012
Negotiated Due Date Reason:

\dditional Data Required D Prodnct Chemistry D‘I‘oxicology ]:I Acute Tox I:]Envimnmen'zal
itional Dafa Require
‘ * 1 D Efficucy D Ecological D Residue Qther
Data Deficienci ' Product Chemistry TAcute Tox D Efficacy D Residue Texicology
elic £ies
e en Environmental Ecological D Laheling Other ¥ | Not Submitted
Late Risk Assessment D Runzan Health D Ecological “
{nterim Consideration D Agenoy Initiated Registrant [nitiated
D CSF ]:] Public Process D Risk Issues Environmental D Risk Issues Homan Health
{ 1impurities Review || Label [ ] Adminiswrarive-FR Notice Other ~ Comment Field

Summary of Deficiency Type(s): Not Submitted (N} Deficiencies (D)
Product Chemistry:[ | Acute Tox:[_| Efficacy:[ | Labeling:[ ] Ecological Data:[ ] Other {describe){ /]

ZRP data

Describe Tnteractions with Company (describe when contacted and company’s response including

response to previous negotiated due dates):
The product reviewer had several discussions with the registrant relative to the CRP requireman{ {See issuse belowl.

“75 Day” Letter sent? D Yes, Date sent No and reasor for none? 4ds commenss on page 2

Rationale for Proposed Due Date: Regisirant plan to submit CRP dats by 01/08/2011

Registrant notified that this is the last negotiation? | ] Yes Not Applicable

126



Petition #:

Decision #: Registration #:

!
i

Issue(s} {describe in defail):
CRP is required for these products, and the registrant submited a CRP tosting protocol to the Agency for review. The protocol was i
acceptabla with commenls, and tha Agency notified the registrant an 07/15/2011. :

After saveraf phone conversalions with the registrant o discuss options, the registrant agreed to a &-month extension. This will aliow the
registrant to submit required CRP data, and for the Agency to complete the review of ai data.

The registrant was also notified that all deficiencies must be satisfactorily addressed by 01/082012 in order for the Agericy o complete
the registration pracess and issue a MOR by the renegotisted date. !

Comment(s):
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Audit Trail for

Recommendation of Division Directors Negotiated Due Dates

PDF Name:PRiAva.odf
Form Number:PriA
Dacument ldentifier: pRIA-11230130723-8A

SUBMITTED on 0871872011 at 02:10:54 PM by CN=Bonaventure Akindosol /OU=0CO=USEPA/C=US
APPROVED on 08/31/2011 at 03.27:38 PM by C=Marion Johnsan/OU=DC/O=USEPA/C=US

APPROVED on 08/31/2011 &t 03:39:32 PM by CN=Lois RossifOU=DC/O=USEPATC=US

APPROVED ANB COMPLETED on 08/31,2011 at 04:03:34 PM by CN=Marly Mone[[;'OU=DCEO:USEF’NC=US
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THE HARTZ MOUNTAIN CORPORATION, 400 PLAZA DRIVE, SECAUCUS, NEW JERSEY 07004-3648 » 201/271-4800

August 10, 2011

Document Processing Desk

Office of Pesticide Programs (7504P)
US Environmental Protection Agency
Room S-4800, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attention:  Mr. Richard Gebken (PM # 10)
RE: HARTZ® Reference No. 128, File Symbol 2596-RAG

HARTZ® Reference No. 129, File Symbol 2596-RAU
HARTZ® Reference No. 130, File Symbol 2596-RAL
HARTZ® Reference No. 131, File Symbol 2596-RAA

PRIA Code R340, Request for Extension of End Date

The Hartz Mountain Corporation, 400 Piaza Drive, Secattcus, NJ 07094. would
like to extend the PRIA conclusion date for these applications in order to provide
the Agency sufficient time to review the Child Resistant Packaging data once it is
submitted. Hartz is aware of the time requirements for Rosalind Gross to review
the data and as a result, it is hecessary to request this extension.

After several discussions with Bonaventure Akinlosotu, it was determined that
The Hariz Mountain Company will request a 6-month extension, which will
change the PRIA conclusion date for these applications from September 8, 2011

to March 8, 2012..

With this extension, Hartz will ensure that the necessary data is submitted in
order for EPA fo finalize the reviews. We understand that other reviews of our
submission packages are well underway and we would like to keep the process

moving forward.

If you have any questions or need additional information, please feel free to
contact me at (201) 271-4800, ext. 7202 or mailto:rrosenwasser@hartz.com.

Sincerely,

L

ert Rosenwasser
Director, Regulatory Affairs
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1596~ RAG
ZAN

Re: PRIA extension request [ Rﬁq A.
Bonaventurs Akinfosot to: RRosehwasser 08/1142011 10:27 AM
Ce: Richard Gebken, Marion Johnson

s e A e mmime e ae e e ren s smelveierer

This is 1o acknowledge receipt of your "Request for Extension of PRIA Due Date”, which is
being used to initiate the approval process. You will be kept abreast of further actions.
Thanks,

B.A
RRosenwasser Bonaventure: As discussed, please find attache... 08/10/2011 08:11:40 AM
From: RRosenwasser@hartz.com
T Bonaventure AkinlosotuDCAISERAUSEDEPA
Ce: Richard Gebken/DC/USEPA/USERERA
Date: 0810/2011 0811 AM
Subject: FRIA extension requsest

Bonaventure: g@L m
As discussed, please find attached letter. A formal copy is being submitted through the Front End Desk. VE) W

Robert

Robert Rosenwasser

Director, Hegulatory Affairs

The Hartz Mountain Corporation

400 Plaza Drive

Secaucus, NJ 07094-3688

emall: rrosenwasser@hartz.com

phone: 201-271-4800, ext. 7202[attachment "Hartz PRIA extension.pdf” deleted by Bonaventure

Akinlosotu/DCHISEPA/US]
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Hartz ® Reference #131 February 4, 2011
EPA Reg. No.: 2596-RAA
MASTER LABEL.- -

Hartz® Reference # 131

Alternate Brand Names

g .
Hartz® UltraGuard Plus® Flea (and Tick Topical Treatment for Cats (& ﬁlf{%

Hartz® UltraGuard Pro® Flea (ang) Tick Topical Treatment for Cats {& Kittens) P‘?O% ”
Hartz® UltraGuard Max™ Figag¥d) (&) Tick Topical Treatment for Cats (& Kittens)

Hartz® InControl AdM Flea (and) (&) Tick Topical Treatment for Cats (& Kittens)
Hartz® lnControl@e ™ Flea {and) (&) Tick Top }gl Treatment for Cats (& Kittens)

I8 -
Revo™ Ad¥nced™ Flea (and) (&) Tick Topical ”}."realn‘iserirtgfo}f Cats (& Kiftens)
iy 30
Hartz® Revo Advanced™ Flea {and) (&) Tick Topical Treatment forst(‘?aib@gzlﬁttens)

S,
Hartz® Pro Force™ Dual Action Topical Treatment for Cats (& Kiitens) N
Hariz® FieldForce™ Dual Action Topical Treatment for Cats (& Kittens)
Hartz® First Defcifs’@tgual Action Topical Treatment for Cats (& Kittens)

Hartz® Pro Force™ for C E%L

Hartz® FieldForce™ for Cats (& _

Hartz® First Defense™ for Cats (& Kitte

Rartz® UltraGuard Plus® Flea {(and) (&) Tick%icai Solution for Cats (& Kittens)
Hartz® UltraGuard Pro® Flea (and) (&) Tick Topical Solution for Cats (& Kittens)
Hartz® UltraGuard Max™ Flea (and) (&) Tick Topical Solution for Cats (& Kitfens)
Hartz® mContro]l Advanced® Flea (and) (&) Tick Topical Solution for Cats (& Kittens)
Hariz® mControl Max™ Flea (and) (&) Tick Topical Solution for Cats {& Kittens)
Revo Advanced™ Flea (and) {&) Tick Topical Sclution for Cats (& Kiitens)

Hartz® Revo Advanced™ Flea {and) (&) Tick Topical Solution for Cats (& é}ttcns)
Hartz® Pro Force™ Dual Action Topical Solution for Cats (& Kittens)

Hartz® FieldForce™ Dual Action Topical Solution for Cats {& Kittens) *@9

Hartz® First Defense™ Dual Action Topical Solution for Cats (& Kittens) @Q’Q
FieldForce™ Dual Action Topical Treatment for Cats (& Kittens) ' % »
First Defense™ Dual Action Top:c%a@ent for Cats (& Kittens) ' ‘“‘%’Q

FieldForce™ for Cats { & Kittens) ¥ ,,3‘,‘,
First Defense™ for Cats (& Kittens) .

FieldForce™ Dual Action Topical Solution for Cats i’& it 13}
F%Defemem Dual Action Tepical Solution for Cats (& F&

‘S‘ &
ACTIVE %@WIENTS
Fipronil. ........... 25, WO TP OTOURPIRRRR 9.80%
(8)-Methoprene... G e 1HU%
OTHER INGREDIENTS . Ty e e 18.40%
TOTAL ooooieiiiieie et e et et e e s aee et ntae e e s s st s s e e eaais s es s b s 100.00%
Page | of 9

Optional/alternate text in parcentheses or brackets
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Hartz ® Reference #131 February 4, 2011

EPA Reg. No.: 2596-RAA
MASTER LABEL- -

KEEP OUT OF REACH OF CHILDREN
CAUTION: Seeback pane! for additional precautionary statements.

NET CONTENTS: Contains (ruwmber) tubes, each __ fl. oz. (__ml)

EPA Reg. No. 2596-RAA
EPA Est. No.

Hartz® and other trademarks are trademarks of The Hartz Mountain Corporation.
Made by The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094 {(U.S.A.)

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS, CAUTION.
Harmful if swallowed. Causes eye irritation. Avoid contact with skin, eyes or clothing. Wash

thoroughly with soap and water after handling.

HAZARDS TO DOMESTIC ANIMALS.
For external use only. Do not use on kittens under 8 weeks of age. Individual sensitivities,

while rare, may occur afler using any pesticide product. Pets may experience some temporary
irritation at the site of product application. If signs persist, or become more severe within a few
days of application, consult a veterinarian immediately. Certain medications can interact with
pesticides. Consult a veterinarian before using on medicated, debilitated or aged animals. Call

1-B00-275-1414 for 24-hour assistance.

PHYSICAL OR CHEMICAL HAZARDS
COMBUSTIBLE: Do notus¢ or store near heat or open flame,

FIRST AID L
Have the product contairter or label with you when calling a poison control centsr or dostor, or

going for treatment. For additional information on this pesticide produc: {including heaith
concems, medical emergencies or pesticide mcidents, you may call 1-800-275-1414. '

IF SWALLOWED: Call a poison control center or doctor immediately for treatment advice,
Have petson sip a glass of water if able to swallow. De not induce vorniting unless told to do so
by & poison control center or dector. Do not give anything by mouth to an unconscious persoun.

Page 2 of 9

Optional/zlternate text in parentheses or brackets 132



Hartz ® Reference #131 February 4, 2011
EPA Reg. No.: 2596-RAA
MASTER LABEL- -

IF IN EYES: Flush eyes with plenty of water. Call a doctor if irritation persists.

I¥F ON SKIN OR CLOTHING: Wash with plenty of soap and water. Get medical attention if
Irritation persists.

DIRECTIONS FOR USE
It is a violation of Federal Law to use this product in a manner inconsistent with its labeling. Do

not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR PET READ
ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS
AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON CATS ONLY. DO NOT
USE ON RABBITS. DO NOT USE ON OTHER ANIMALS.

To kill fleas, all stages of brown dog ticks, American dog ticks, lone star ticks, and deer ticks
[which may carry Lyme disease), chewing lice and mosquitoes, apply to cats and killens [8
weeks or older) as follows:

[USE DIRECTIONS HERE]

(The application steps below may optionally be numbered or bulleted to clarify the order,
depending on the final physical layout of the label)

[Option 1 capped tube)
Remove one applicator tube from the package and hold in an upright position (pointed away

from your face). Pull off cap. Turn the cap arcund and place on top of tube. Simply press cap
down to break the seal of the tube. Remove cap carefully, Position the t1p of the tube on the cat’s
back between the shoulder blades. Use the tip of the tube to part the cat’s hair so that the product
will be applied at skin level. (Do not bathe your cat 48 hours prior to application.) Squeeze
applicator, applying entire contents in a single spot on the animal’s skin. Separaie treated cat
from other {dogs and cats) (pets) for 24 hours after treatment has been applied. Repeaf evu‘y

month.

[Option 2 applicator tube]
Remove one applicator tube from the package and hold in an upright position po: xlbed away from

your face. Twist dispensing tip clockwise about ¥ tum while pushing down to bréak the tubz-

seal. Do not remove the dispensing tip. Position the dispensing tip on the cat’s back bctwcen thc
shoulder blades. Use the dispensing tip of the tube to pari the cat’s hair so that the product will
be applied at skin {evel. (Do not bathe your cat 48 hours prior to application.) Squeeze
applicator, applying entire contents in a single spot on the animal’s skin, Separate treated cat
froam other (dogs and cats) (pets) for 24 hours after treatment has been applied. Repeat cvery

month.

Optional/alternate text in parentheses or brackets _ﬁ;ge 3of 91 33



Bartz ® Reference #131 February 4, 2011

EPA Reg. No.: 2506-RAA
MASTER LABEL~ -

PRODUCT NAME containg Fipronil and the insect grown regulatory (IGR) (S)-Methoprene.
PRODUCT NAME effectively targets all stages of fleas. Fipronil collecis in the ails of the skin
and hair follicles, and continues {0 be released from hair follicies onto the skin and coat, resulting
in long-lasting activity against fleas, ticks, chewing lice and mosquitoes.

PRODUCT NAME can also be used for the treatment and control of mosguitoes, and fles, tick
and chewing lice infestations on breeding, pregnant and lactating queens.

FREQUENCY OF APPLICATION

When used monthly, PRODUCT NAME completely breaks the flea life cycle and controls tick
and chewing lice infestations. Research demonstrates that PRODUCT NAME kills adult fleas,
flea eggs, and flea larvae for up to six weeks. PRODUCT NAME alsc prevents development of
all flea stages forup to six weeks. PRODUCT NAME kills ticks for a least one month. A once
monthly application is recommended where tick control is needed.  Although PRODUCT
NAME can control fleas for up to six weeks, if there is a high risk of reinfestation or if the pet
has fleas which may cause flea allergy dermatitis, a once monthly application may be needed.

With 2 monthly application of PRODUCT NAME kills mosquitoes within 24 hours for up to 14
days and within 48 hours for up to 28 days.

PRODUCT NAME remains effective even afler bathing, water immersion, or exposure to
sunlight, Avoid contact with treated area untif dry. Do not reapply PRODUCT NAME for 30

days.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal,

STORAGE. Store unused product in original container, out of reach of children and animals.

PESTICIDE DISPOSAL. If partly filled: Call your local solid waste agency or 1-800-
CLEANUP for disposal instructions. Never place unused product down any indoor or dailoor

drain.

CONTAINER DISPOSAL. If emptly: Do not reuse this container. Place in trash or offer for
recycling if available. -

For more information call our (flea and tick) experts at 1-800-275-1414 (weekdays, 9 am — § pm
ES.T)

INDIVIDUAL TUBE TEXT

afiticnalfahematc text 1in parentheses or brackets Page 4 of 9 134



Hartz ® Reference #131 ' February 4, 2011
EPA Reg. No.: 2596-RAA
MASTER LABEL- -

Product Name

Active Ingredients:
Fipronil 5.8%, {S)-Methoprene 11.8%

Keep Out of Reach of Children

Caution
Read acconmpanying label before use

EPA Reg. No. 2596-RAA
EPA Est. No.

Product Name can also be used for the treatment and conirol of mosquitoes, and flea, tick and
chewing lice infestations on breeding, pregnant and lactating queens.

Product Name contains Fipronil and the insect growth regulator (IGR} (8)-Methoprene. Product
Name effectively targets all stages of fleas. Fipronil collects in the oils of the skin and hair
follicles, and continues to be released from hair follicles onto the skin and coat, resulting in long-
lasting activity against fleas, ticks, chewing lice and mosquitoes.

Stops and prevents infestations
Kills aduit fleas, flea eggs, and flea larvae

Prevents all flea stages (eggs, larvae, pupae) from developing
Kalls fleas which may cause flea allergy dermatitis

Kills alf stages of Deer Ticks (which may carry Lyme disease), Brown Dog Ticks, American
Dog Ticks, and Lone Star Ticks

Kills mosquitoes

Prevents and controls reinfestations

Rapidly eliminates infestations with chewing lice

Can also be used on breeding, pregnant and lactating queens
Fast-acting

Long-lasting

Waterproof

Conventent to use

[Adult Fleas]

Kills Fleas (that may transmit lapeworms} (for) (28 days) (30 days) (1 month) (4 weeks) on
cals) -

Kills (Adulf) Fleas (for up to 3 months)

Kills fleas that may cause (flea allergy dermatitis} (and) (flea hite anemia} (for) (28 days) (30
days) (1 month} (4 weeks) (3 months) {on cats)

Kills newly emerged adult Fleas before they lay eggs

If there is 2 high risk for flea reinfestation, a once a month application may be needed

Optional/alternate text in parentheses or brackets Page 5 of 91 35



Hartz ® Reference #131 February 4, 2011
EPA Rep. No.: 2596-RAA
MASTER LABETL- -

Stops existing infestations
Brevents establishment of new infestations

(Fiea Eggs)
Kills Flea Eggs (and Flea Larvae) (for} (28 days) (30 days) (1 month) (4 weeks)
Prevents Flea Eggs from hatching

[Ticks]

Kills Ticks {for) (28 days) (30 days) {1 month) (4 weeks)

Kills {alf stages of ) Brown Dog Ticks, American Dog Ticks, Lone Star Ticks and Deer Ticks
{(for) (28 days) (30 days) (1 month) (4 weeks)

Kills {all stages of) Deer Ticks (that may carry Lymme discase) (for) (28 days) (30 days) (1
month) (4 weeks) {on cals)

Kills all biting stages of ticks

Kills adult {(brown dog) (deer) ticks, nymplis and larvac

Kills Ticks including those that may transmit Lyme disease

{Lice & Mange]
Rapidly eliminates chewing lice infestations
Aiads in Control of sarcoptic mange infestations

[Multiple]

Kills Fleas, Ticks, Flea eggs, Chewing Lice, (Flea larvae)

Kilis Fleas, Ticks, Flea eggs, (Flea larvae) (through contact) (for) {28 days) (30 days) (1 month)
{4 wecks)

Kills Fleas, Ticks, Flea Eggs, (Flea larvae), (Chewing lice) (through contact) (for) (28 days) (30
days) (1 month) (4 wecks)

Kials Fleas, Ticks, Flea eggs, (Flea larvae) (afier contact) (for) (28 days) (30 days} (1 month) (4
weecks)

Prevents development of all flea stages for up to 3 months.

Kills adult Fleas, Ilea Eggs and Larvac (for up to three months)

Kilis Fleas, Brown Dog Ticks, Deer Ticks, Flea Eggs, (Flea larvae) (aficr contact) (for) (2% days)
{30 days) (1 month) (4 weeks)

Controls Flea and Tick infestations {on cats) (for) (28 days) (30 days) (1 month) (4 weeks).
Provides fast, cffcctive and convenient treatment and control of fleas, ticks, a,hcwim, lice and

mosquitnes (for cats and kittens)

Helps prevent re-infestation of fleas and ticks (for) (28 days) (30 days) (1 month) (4 weel:s)
Helps prevent flea and tick re-infestation (for) (28 days) (30 days) (1 month) (4 weeks)
Kills flea eggs and flea larvac to help prevent future re-infestations

Kills all stages of the flea life cycle

Breaks the flea life cycle

Prevents all flea stages {(eggs, larvae, pupae) from developing

Opticnal/alternate text in parentheses or brackets Page 6 of 9 ’
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Hartz ® Reference #131 February 4, 2011
EPA Reg, No.: 2596-RAA '
MASTER LABEL- -

[Mosguitoes)

Kills mosquitoes within 24 hours for up to 7 days, and within 48 hours for up to 28 days.

Kills Mosquitoes that may transnit West Nile virus (for) (28 days){l month) (4 weeks){on cats)
Kills Mosquitoes that may transmit heartworm (for) (28 days){]1 month) (4 wecks)(on cats)

Controls flea and tick infestations

Once-a month Flea and Tick (Prevention) (Treatment) {Control) (Solution)

Monthly Flea and Tick (Prevention) (Treatiment) {Control) (Solution)

(28 day) (30 day) {1 month) (4 week) Flea and Tick (Prevention) (Treatment) (Control)
(Solution)

Prevents flea eggs from developing into biting aduits (for) (up to) (30 days) (I month) (4 wecks)
Gentle protection for cats (and kittens)

Quick drying (formula)

Dries quickly

Stays on and doesn’t rub off

Spreads with cat’s natural skin cils

Kills fleas for 30 days (1 month) (4 weeks)

Stops and prevents infestations

Prevents re-infestation

Prevents and controls re-infestation(s)

Rapidly eliminates fleas

Fast acting

Long lasting

Effective and convenient topical treatment

Kills fleas (and ticks) through (after) contact

(With) patented applicator

(‘With) patent pending applicator

Waterproof

Easy spot on toptcal applicator

Do not reapply product for 30 days

Rerains effective even after bathing, water imnmersion, or exposure to sunlight

{Product Name) remains cffective even after bathing, water immersion, or exposure to suniight,
Avoid contact with treated arca until dry. S
Can also be used on breeding, pregnant and lactating qucens

Convenient to usc
Contains Fipronil and the insect growth regulator (IGR) (S)-Methoprene. {product name}

effectively targets all stages of fleas. Fipronil collects in the oils of the skin aid haiv follicles,
and continues o be released from hair follicles onto the skin and coat, resulting in mng-I astmg

activity against fleas, ticks and chewing lice.
New (Fonmula) (claim to be removed after 6 months)

Contains Fipronil and {(§)-Methoprene (, the active igredients used in Frontline Plus ®). e
(Brand name} is not manufactured by or distributed by Merial. Frontline Plus® is a registered

trademark of Merial.

Optional/zlternate text in parentheses or brackets Page 7ol 9
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Hartz ® Reference #131 February 4, 2011
EPA Reg. No.: 2596-RAA
MASTER LABEL- -

Comparce to Frontline Plus®

For cats and kittens 8 weeks of age or older
Spccially formutated for cats and kittens

NON-PESTICIDE RELATED CLAIMS AND OTHER OPTIONAL TEXT
1* dose, 2™ dose, 3™ dose (X dose)
First month, second month, third month {Xth month)
X-pack
X-tubes
Value pack
X month supply
X monthly treatment{s}
Fragrance-free
Unscented
Fresh (scent) (fragrance)
Powder (scent) (fragrance)
Pleasant (scent) (fragrance)
Spring Fresh Scent
Convenient (easy to use) applicator
X Pro-cision Flo® Ap ghcator(s)
With Pro-cision Flo™ Applicator

Featuring Pro-cision Flo® Applicator {for easy application )
Direct to your cat’s skin

Easy (stmple) to use (handle) (apply)

(Featuring the) (with) EZC™ tube

(Featuring the) (with) EZ2C™ tube

{Featuring the) (with} EZView™ tube

{Featuring the) (with) EZView™ tube

(Featuring the) (with) Clearview™ wmbe

(Featuring the) (with} Clearview™ tube

(Clearview™) (EZC™) (EZ2C™) (EZView™) tube (visually) ensures all produci has beon

dispensed
{Clearview™) (EZC™) (EZ2C™) (EZView™) tubes give you the assurance ¢l tne produ ct has

been apphied

Afier application, the treated area may appear wet (or) (oily) for up to 24 hours -

You may bathe your cat 48 hours after application

To help remind you when you last applied treatment, simply write in the daie when each dose is
applied:
First Dose
Second Dose

Optional/alternate text in parentheses or brackets Page 8 of &
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Hartz ® Reference #131 ¥ebruary 4, 2011

EPA Reg. No.: 25896-HAA
MASTER LABEL- -

Third Dose
Xth Dose

Hartz® and other trademarks are trademarks of The Hariz Mountain Corporation

Optional/alternate text in parentheses or brackets Page 90f9
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Completed Protocol Review: 2586-RAG, etc.
Bonaveniure Akiniaesiy to; RRosenwasser 077152011 12:22 P
o Richard Gebken, Marion Johnsen

idr. Rosenwasser;

Piease see attached docs (Cover ietter and reviews) relative to the subject action.

b < !

[UntitodL.pdf [Untitied].pdf [Untiled].pdf

Thanks,
B.A,

Bonaventure Akinlosotuy, PhD

U.S. Environmental Protection Agency

Office of Chemical Safety and Pollution Prevention
OPP/RD (Mail Code: 7505P)

1200 Pennsylvania Avenue, NW

Washington, DC 20460

Phiysical Address
One Potomac Yard
2777 Crystal Dr.
Arlington, VA 22202

703-605-0653
akinlosoiu bepaventure/diepa.gov

This email may contain material that is confidential, privileged, and/ or work product for the sole
use of the intended recipient. Any review, reliance, disiribution by uthers, or forwarding without
express permission is sirictly prohibited. 1f you are not the intended recipient please contact the
sender and delete all copies.
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S UNITED STATES ENVIRONMENTAL PROTECTION AGENGY
WASHINGTON, D.C. 20460

Agat

m

OFFICE OF
SREVENTION, PESTICIDES
AND TOXIC SHASTANCES

July 13, 2011

Robert Rosenwasser, Director
Regulatory Affairs

The Hartz Mountain Corporation
400 Plaza Drive

Secaucus, NJ 07094

Subject: Testing Protocol for Child Resistant Packaging (CRP)
for four (4) Spot-On Fipronil-Contaming Products

Hartz Reference No. 128: EPA File Symbol 2596-RAG
Hartz Reference No. 129; EPA File Symbol 2596-RAlJ
Hartz Reference Na. 130: EPA File Symboi 2596-RAL
Hartz Reference No. 131: EPA File Symbol 2396-RAA

Submissions dated March 17 and Apnl 28, 2011

Dear Mr. Rosenwasser:

The above referenced protoco! submitted for review by the Agency has been evaluated, and found to
be acceplable with the changes provided. Somc issues need to be addressed as indicated in the
accompanying Agency’s “CRP reviews” dated June 2 & 14, 2011, {f you have any questions
concerning this action please contact Dr. B.A. Akinlosotu at (703) 605-0653.

Sincerely, NIk e 2,@‘3(::*%""@ &‘N

M (epus ab NS
iZichard Gebken, -
Product Manager 10

Insecticide Branch /L “

Registration Division (7505P)

Enclosure Docs: Agency’s "CRP Reviews™
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4. e
el mo“ﬁ

woaia, Ny
Heagenct

,all

May 3, 2011
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

THE HARTZ MOUNTAIN CORP.
ATTN: ROBERT ROSENWASSER
400 PLAZA DRIVL:

SECAUCUS, NJ 07094~

PRODUCT NAME: HARTZ REFERENCE #131
COMPANY NAME: THE HARTZ MOUNTAIN CORP.
PP IDENTIFICATION NUMBER:

EPA FILE SYMBOIL: 2596-RAA

EPA RECEIPT DATE: 05/02/11

SUBJECT: RECEIPT OF AMENDMENT
DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness,

During the initial screen we determined that the application appears to qualify for fast
track review. The package will now be forwarded to the Product Manager for review to
determine its acceptability for last track status.

i you have any questions, please contact Registration Division, Risk Management Team
10, at (703) 305-6701.

Sincerely,
Front End Processing Staff

Information Services Branch
Information Technology & Resources Management Division
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THE HARTZ MOUNTAIN CORPORATION, 400 PLAZA DRIVE, SECAUCUS, NEW JERSEY 07094 201/271-4800
April 28, 2011

REGULATORY AFFAIRS

- Document Processing Desk

Office of Pesticide Programs (7504P)
US Environmental Protection Agency
Room S-4800, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attention: Mr. Rlchard Gebken (PM # 10}

RE: Agency letter dated March 16, 2011
HARTZ® Reference No. 128, File Symbol 2596-RAG
HARTZ® Reference No. 129, File Symbol 2596-RAU
HARTZ® Reference No. 130, File Symbol 2596-RAL
HARTZ® Reference No. 131, Flle Symbol 2596-RAA

The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094-3688 is
submitting the requested information to satisfy the deficiencies in our registration
applications as noted in the Agency letter dated March 16, 2011:

1.

New data matrices are submitted for each registration demonstrating the data
citations being used for the proposed claims. Public versions are also enclosed.
Because Hartz is relying on the selective method of support, new Certifications
with Respect to Citation of Data are alsc submitted.

Revised application forms (8570-1) for each are included that demonstrates
which of our proposed products is simiiar in composition and labeling to the
related Frontiine product.

Regarding Child Resistant Packaging (CRP), we are including the Receipt of
Protocol Subject to Registration Service Fee (PRIA Code 272) dated March 21,
2011 (MRID 48424401). Any data that demonstrates that fipronil is a neurotoxin
above the level of 28.5 mg that may be found in any proposed dose volume
(requiring CRP) is information that would be found in the genenc database of the
technical active and would be captured from the filed Formulator's Exemption for
each product. No individual MRID for this information is contained in the supplied
Data Matrices.

Although not a noted deficiency, Hartz is submitting new CSF’s for each product

to show the inclusion of ||| G-

if you have any questions or need additional information, please feel free to contact me
at (201) 271-4800, ext. 7202 or mailto:rrosenwasser@hartz.com.

Sincerely,

obert Rosenwa:;;\_

Director, Regulatory Affairs
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Fleaso fsad instructions on reverzs bofore compi. .ng form.

Py Unitad Stetes v Registration oPP !dentmar Number
WEPA Environmental Protection Agency Amendment
Washington, BDC 20460 Other
Application for Pesticide - Section |
1. Compeany/Product Number 2. EPA Product Menager 3. Proposad Classification
-RAA
2596 R. Gebken — Nona D Restricted
4. Company/Product {(Name) PM#
HARTZ Reference # 131 10
5. Neme and Address of Applicant flaclude Z/P Codef 6. Expedited Reveiw. In accordance with FIFRA Section 3{cH3)
The Hartz Mountain Corporation (b){i}, my product is similar or identical in composition and labeling
400 Plaza Drive e 65331-4
EPA Reg. No.
Secaucus, NJ 07094-3688 ea- o
U Check if this /s a new sddross Praduct Name Frontling Plus for Cats
Section - Il
D Amendmaent - Explain balow. U Finet printad Jabels in repsonsze to
. Agency letter datad
D Resubmission in response to Agancy lettar datad D “Me Teo™ Application.

1 Notifization - Explain below. 1 Othar - Explain below,

Explanation: Use additionel page(s} if necessary, (For section | and Soction J1.)

New product registration.

Section - il

1. Material This Product Will Be Packagad In:

Child-Resistent Packaging Unit Packaging Water Soluble Packaging 2. Type of Container

Yas Yes ] Yes Meta)

N N N v Piastic
i v - o o ] Glass
' e s It "Yas” No. por If "Yog" No. per Paper
N Cemﬁc_atxon must Unit Peckaging wgl, containar Package wgt containar Cther {Specify}
be submitted 0.50 mL 1-150 |
3. Location of Net Gontents Information 4. Sizals} Rateit Container S. Lozation of Label Directions
M Labal U Containar 0.50 mb {muliple fubes per package) ﬁ -on outer packaging
8. Mannar in Which Labs! Is Affixed to Product Iﬁuhogralph m Other inner dosage tubes have reguired text printed on them
o . ued
tabel is printed on packaging nggéa ad

Section - 1V

1. Contact Paint {Complate items dirsctly helow for identification of individua! to be contacted, if necessary, fo pracess this epplication.}

Name Title Telaphone No. {lnclude Araa Coda)
Robert Rosenwasser Director, Regulatory Affairs 201-271-4800, ext. 7202
Certification S f 6. Da.& Application
Racei ad

1 cartify that the stataments | have mada on this form and all sttachments thereto are true, eccurate end comp!ata
1 acknowledgs that any knowlinglly false or musieading statemant may be punishable by fina or impHsonment er | {Stamped]
both undar applicable law.

77

2. Signaturo/
Vot
Hnl

4. Typed Name S. Date
Robert Rosenwasser April 28, 2011

3, Title
Diractor, Regulatory Affairs

4 4 4

EPA Form 8570-1 {Rev. 3-94! Pravious editions are obsolste. ' White - EPA Fila Copy loriginal) Yallow -'Kphﬁlcmt Copy




Form Approved OMB Nos. Z570-0060; 2070-0057; 2070-0107; 2070-0122; 3070-0164

f"‘:';%"f‘ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
i 1200 Pennsylvania Avenue, N.W.

WASHINGTON, D.C. 20460

Paperwork Reduction A Wutiss: The public reporting burden for this collection o f infrmation is estimated 0 averzge 1.25 homs per resporse [or repisiration
and 0.25 hours per response for mregistration and speciil seview activiiies, including time for reading the instructinns and completing the necessary forms. Send
commeris regarding burden estimate or any other aspect ofthis colection of inbiwmation, intluding sugeestions for reducing the burden in; Director, Collection
Strategies Division (28227}, LS. Ervirvnmental Proiection Ageacy, 1200 Pernsylvinia Avesue, NJW., Washington, DU 20460, Do not send the comgleted form

toy this address,

Certification with Respect to Culation of Data

Apgiicants/Reqistrant's Narme, Address, and Telephone Nursher EPA Registrafion Number/File Symbot
The Hartz Mountain Corpgration, 400 Plaza Drive, Secaucus, NJ 07084, 201-271-4800 25095-RAA

Active Ingredienl(s) andfor representalive fest compound(st Date

Fipronil, {S}-methopreng Agyil 78, 201 ¢

General Lise Pattern(s) {list a2l those claimed for this product using 40 CFR Part 138) Product Mame

indoor Residential Hartz Reference #131

NOTE: 1f your product is a 100% repackaging of another purchased EPA-registared product labeled far all the same uses on your label, you dn nol need tg
submit this form. ¢ou must submit e Formulator's Exemption Statemment (EPA Farm B570-27),

| am responding 1o a Da@-Call-n Notice, and have included with Bhis form 2 list of companies sent ofiers of compensation fihe Daia Mateix fom should
I:l be used for this purpose).

SECTION I: METHOD OF DATA SUFPORT (Check one methiod only)

| am using the dte-alf method of stpport, and have included with this farm Fam using the selective method of support (ar ¢lie-all option
I:l 2 list of companies send offers of compensation {the Bata Matrix form undar the sebective method), and bave inciuded with this form a

should be used for this purpose). completed gt of date mguirements (the Data Matrix form must be
used).

SECTION ik GENERAL OFFER TQ PAY

(Renuired if using the cite-all mathod or when using the cite-all aption under the sglechive mmelhod to satisfy one or more data requirements]

i hereby offer and agres to pay compensalian, 1o ather persons, with regard 10 fhe approval of this application, o the extent mquired by EIFRA,

SECTION Hi: CERTIFICATION

| certify (ot this application for registation, this farm for reregistralion, or this Data-Call-In response is supportsd by afl data submitted or cited in the
appiication for registration, the form for reregistration, of the Data-Call-In esponse, In addigion, f the cite-all option ar cile-al opfion under the selective method s
indicated in Seclion |, iis application is supported by sl data in 1he Agency’s fles that (1) concarn the propertiss or vffecls of this product of an dentical or
subslantially simiar praduct, of one or mare af the ingredients In this product; and (235 a type of data that woold be required o be submitled under the date
requiresnents in effect on the date of approval of this applization If the application sought the initial registration of & product of identical or stmilar composition and

Uses .

t certify that for each exclusive use study cited In suppart of fhis regisiration or reregistration, thal 1 am the original data submitter or that | have ablained
the writien parmission of the onginal deta submitler {0 cite thai Stuty.

| vertify that for each study cited in suppart of Lhis registraifon or rercgistration bat is not an exclusive use siudy, either: (a) | am the original data
subrnitter; {h} | have obtained the permission of tie oxiginal data submitter Io usa the siudy in support of this application: {C} all pericds of dligibility for
sompensation have expired for the study, (d) the sludy is in Hwe public Herature: or (8) | have notified in writing the company that submitted the sudy and have
affered {1} 1o pay compensation 10 the extent reguired by seclions 3(e)(1)(F) endior e }2)(B) of FIFBA; and (i} 1o cummence ncgofiations lo determiac the
amaynt and ferms of aompensation, i any, o be paid for the use of the study.

1 carlify that in all instances whars an offer of compensation is requiced, copies of all offers 1o poy compensation and evidence of their delivery in
accordance with sections 3(c){ 1XF) andier 3cX2)B) of FIFRA are available and will be sytimitted to 1he Agency upan frequest. Should 1 fail 10 producs 3uch
evidance 1o tw Agency Upon request, | understand that the Agency may inilale action 1o deny, cancel or suspend the registration 5f ey product in ~enfarmily with

FIFRA,

| certify tat the siatements ) have made on this form and all atachments to it are frue, accurale, and complztz ! Arkaowiadge that any
kndwingly false or misieading stalement may be punishable by fine or imprisonment or both under appliceble law.

23 .
i - ;
/ - A Date Typed or Printed Name and Title
/ ﬁf}/ April 28, 9041 Robert Rosenwasser, Uwector, Regulatory Aftairs

EPA Form 8570-34 {12-2003) Elecironic and Paper verslons available. Submit only Fapar version.

Signature
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Form hpprovad GME No. 20704060

R UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW.
WASHINGTON, D.C. 20460

Paperwork Raduction Act Notice: The public reporting burden for this coliection of information is estimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the

burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to Director: OPPE Information Management Division (2137) U.S.
Environmental Protection Agency, 401 M Sireet, 3.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
[rate  April 2B, 2011 EPA Reg. No./File Symbot 2596-Ras Page 1of 2
Applicant's/Registrant's Name & Address: Hartz Mountain Corporation, 400 Plaza Br., Praduct
Secaucus, NJ 07084 Hartz Referance #131
Ingredient Fipronil(S)-Methoprene
Guideline Reference Number | Guideline Study Name MRID Number Submitter Status Note
830.1850 Product identification and composifion submitted Harz Own
830-1600 Beginning materials submitted Hartz Cwn
830-1850 Bescription of formulation process submitted Hariz ‘, Own
8301670 Formation of impurities submitied Hartz ‘ Own
B30-1750 Certified fimits submitted Hariz Own
830-1800 Enforcement analytical method submitted Harz Qwn
830-6302 Color submitted Hartz Own Seli-certification
B3D-6303 Physical state submitted Hanz Own
B30-B304 Cdor subemitted Hartz Own Self-codification
830-6314 Oxidation/Reduction Waiver Hanz Own Self-certification
8336318 - Flammability subrnilted Hartz Own Seli-cerification
8338516 '_ Explodabiiity Walver £nd uge groduct is riot potentially explosive.
830-6317 Sterage stability To be submitted Hartz Own In progress
e
!
Signature A Name and Title Date
S Robert Rosenwasser Aorll 28, 2011
Director, Reguiatory Affairs rik 28, 2
F y EJ w—“\h_
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- - Form Approssd Of2 No, 2070-0G60 :
&

Sl

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwark Reduction Act Notice: The public reporting burden for this collection of information is estimated lo average 0.25 hours per response for registration activities and 8.25

hours per response for reregistration and special review aclivities, including time for reading the instruction and completing the necessary forms. Send comments regarding the

burgen estimate or any other aspect of this colfection of information, including suggestions for reducing the burden to Dirsctor: OPPE Information Maragement Division (2137) U.S.

Environmenial Protection Agancy, 401 M Street, S.W,, Washington, DC 20460. Do not send the form 1o this address.

DATA MATRIX
Date EPA Reg. No_/Fila Symbol 2506-RAA | Page zof 2
Applicant's/Registrant's Name & Address: @ Hartz Mountain Corporation, 400 Plaza Dr., Product
Secaucys, MNJ 07054 Hartz Referance #131
ingredient Fipronil/{S)-Methoprene
Guideline Referenca Number Guideline Study Name MRID Mumber Submitter Status Mote
830-6220 Corrosion characterisics To be submitted Harlz Own in progress
B830-6321 Dielectric breakdown vollage Waiver End use prodoct is not 0 be used arcund eleckical equipment.
830-7000 pi Waiver End use product is not to be disparsed with water.
830-7100 Viscosity submitted Harlz Cwn Sgif-cerlification
870-110Q Acuie cral toxicity 43951703 Merial
870-1200 Acute dermal toxicily 44487701 Mertat
870-2400 Acute eye irritation 44433202 Meria
. . - Meriat
870-1300 Acute inhalation foxicity 44942008
o Meriai
870-2500 Acule dermat irritaion 45612702 sra
870-2600 Skin sensitization 43942008 Merial
£10.3300 Product performance, efficacy 45618501, 45628101, Meriat
. 45628102, 42828103,
45628104, 46019201,
46019202
3707280 . Domestic Animai Safety 43883801, 44842000 Marial
i
; k) Name and Title bate
Signature ;
9 /,/4,{4 : ,',.gd;.‘,_._m Rubert Rosenwasser A 26 20+ 1
/ T Director, Reguiatory Attairs P =8. < 17




| &

401 M Street, S.W.

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C, 20460

Fomn Approved ORE No. 2070-008)

Paperaork Reduction Act Netice: The public reporting burden far this collection of information is estimated fo average 0.25 hours per response for registration activities and .25
hours per response for reregistration and speclal reviow activities, inciuding time for reading the instruction and compiating the necassary forms. Send comments regarding tha

burden estimate or any other aspact of this collection of information, intluding suggestions far reducing the burden to Director: OPPE information Managemend Division {2137 U S.
Environmental Protection Agency, 401 M Strest, S.W., Washinglon, BC 20480. Dg not send the form to this address.

DATA MATRIX

Date  April 28 2011 ERA Reg. No./File Symbol 2506-RAA Page 1of 2
Appiicans/Registrant’s Name & Address: Hariz Mountain Corporation, 400 Piaza Dt Product
Secaucus, NJ 07094 Hartz Reference #131
ingredient Fipronilf{8)-Methoprene
Guideling Reference Numbar | Guideline Study Name MRID Nurnber Submitter Status Note
.  Hartz Own
Hartz. QOwri
Hariz Own
Hartz Ownt
Hartz Own
Hartz Crémn
Hartz Own Seif-cerification
Hartz Own
Hartz Own Seif-certification !
3
Harlz Qwn Seif-certification
Hartz Own Self-ceddification
End use product Is not potentially explosive.
Hartz Own in progress
. Q__a:;i LY X )

Sigr;a{ure ' ; o ' Name and Title Darte

Robert Rosenwasser 425 2011
/ i Diraecior, Reguiatory Affairs Apri 28,
Jf )
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Foan Agproves ONG No. 2070-0060 !

Paperwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activities, intluding time for reading the instruction and tompleting the necessary forms. Send comments regarding the
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden te Director: OPPE information Management Division (2137) U.S.

Environmental Protection Agency, 401 M Street, SW., Washington, DC 20460, Do not send the ferm o this address.

DATA MATRIX
Date EPA Rey. NoJdFile Symbol 2596-RAA Page 2qf 2
Applicant's/Registrant's Name & Address: : Hariz Mountain Corporatior, 400 Plaza Dr., Product
Secaucys, NJ 07094 Hariz Reference #131
ingredient Fipronil{S}-Methoprene
Guideilins Reference Number Guideline Study Name MRID Number Submitter Status “Note ]
Hartz Crwny {n progress

Engd yse product is not to be tised around electrical equipment.
£nd uge product is nat to be dispersed with water.

Hardz

CQwn

Self-cerification

Merial

Metiai

Meiia

Marial

Mevial

Merial

Merial

Meria!

Signature . f
- \- y p e r—
g

T

Name and Title
Roberi Rosenwasser
Director, Regulatory Affairs

Data

April 28, 2011
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UNIiTED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

March 21, 2011
OFFICE OF

BREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: [-4467335 -
FIVED

EPA File Symbol or Registration Number: 2596-RAG (CRP testing protoeo%l] R EC
Preduct Namez; HARTZ REFERENCE #128 T

EPA Receipt Date: 18-Mar-2011 o
EPA Company Number: 2596 aaAt 404 200
Company Name: THE HARTZ MOUNTAIN CORP. e Maon g

| Begulatory Attacs
THE HARTZ MOUNTAIN CORP. :
ATTN: ROBERT ROSENWASSER
400 PLAZA DRIVE

SECAUCUS, NJ 07094~

SUBJECT: Receipt of Protocol Subject to Registration Service Fee

Dear Registrant:

The Office of Pesticide Programs has received your protocol and certification of payment.
If you submitted data with this action, the results of the PRN-86-5 sereen will be communicated
separately. During the administrative screen, the Office of Pesticide Programs has determined
that this Action is subject to a Pesticide Registration Service Fec as defined in the Pesticide

Registration Improvement Act,
The Action has been identifted as Action Code: R272

APPLICANT-INITIATED 2, EXCLUDES DART, PRE-REGISTRATION CONFERENCES,
RAPID RESPONSE REVIEW, DNT PROTOCOL REVIEW, PROTOCOLS NEEDING HSRRB

REVIEW:REVIEW OF STUDY PROTOCOL;

No additional payment is due at this time.

If you have any questions, please contact the Pegticide Registration Service Fee

Ombudsman at {703) 308-9362.
Sincerely, @m&m{y -

Front End Processing Staft _
Information Technology & Resources Managemen: Division

150



40424401

48424400

THE HARTZ MOUNTAIN CORPORATION, 400 PLAZA DRIVE, SECAUCLS, NEW JERSEY 07094 201/271-4800
REGULATORY AFFAIRS

March 17, 2011

Document Processing Desk

Office of Pesticide Programs (7504 P)
US Environmental Protection Agency
Room $-4900, One Potomac Yard
2777 South Crystal Drive

Artington, VA 22202-4501

Attention:  Mr. Richard Gebken (PM # 10)
Hartz Reference #128, EPA File Symbol 2596-RAG
Hartz Reference #1289, EPA Fife Symbol 2596-RAU
Hariz Reference #7130, EPA File Symbol 2536-RAL
Hartz Reference #131, EPA File Symbof 2596-RAA

Protocol submission and review for Child Resistant Packaging for
Products containing Fipronit - PRIA action code R272

The Hartz Mountain Comoration, 400 Flaza Drive, Secaucus, NJ 07084-3688 is
submitiing a protocol for testing of packaging to determine whether packages of
end-use products containing the active ingredient, Fipronil, are child resistant.

The testing that will take place after the protocol is approved by EPA will support
the regisiration applications of the 4 products listed above.

The Hartz Mountain Carporation is submitting the following:

e Hartz Test #2278, Hartz UltraGuard Flea and Tick Topical Treatment,
Child-resistant Package Test Protocol, Prepared by Nationa!l Child
Resistant Testing, Inc., Lincoln, NE - 3 copies

« PRIA fee paid by check for $2,294.00

If you have any questions or need additional information, please fee! ftee 1o
contact me at (201) 271-4800, ext. 7202 or mailtorrogenwasser@hartz.com.

Sincerely '
A
" """:"/'7,
?///

‘obert Rogenwasser
Director, Regulatory Affairs
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§ ‘ % UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
% Washington, D.C. 20460
"7'41 mg{’é,c“’g
OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANGES

March 16, 2011

Certificd Mail: (Article Number 7005-3110-0001-4053-8914)
OPP Decision Numbers: 445034, 345035, 445036 & 445037

Registrant Name:  The Hartz Mountain Corp.
(Attn: Robert Rosenwasser, Director, Regulatory Affairs)

Registrant Address: 400 Plaza Drive, Secaucus, NJ 07094
Subject: Data and Labeling Deficiencies

Product Name (EPA File Symbol)
Hartz Ref #s 128 (File Symbol 2596-RAG)
Hartz Ref #s 129 (File Symbol 2596-RAU)
Hartz Ref #s 130 (File Symbol 2596-RAL)
Hartz Ref #s 131 (File Symbol 2396-RAA)

Date of Applications:  February 4, 2011

EPA Receipt Date:  February §, 2011

Dear Mz, Rosenwasser:

The Agency has received and begun its in-depth review of each subjcet applications, and
has determined that it is meomplete and that further information is needed. This ictterisa
written: notification of those deficiencies and identifies your options under 40 CFR 152.105 and
Section 33 of the Federal Insecticide, Fungicide and Rodenticide Act {FIFRA), also known as the
Pesticide Registration Improvement Renewal Act (PRIA 2). Your options under 40 CFR
152.105 and section 33 of FIFRA arc addressed separately because each involves a different
timeframe and set of options for responding to this letter. Please ensure that you consider each
of the sections belaw in determining how and when you respond to this letter.
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40 CFR 152.103;

Pursuant to 40 CFR 152.105, you are allowed 73 days from the date of this letter ending
May 31, 2011 10 provide a responsc concerning the deficiencies lisled in this letter. Your
response may inchide making corrections or additions to complete the applications, or notifying
the Agency of the date on which you expect to complete the applications, or withdrawing your
applications. If you do not respond te this letter within 75 days or if you respond with a date on
which you expect to complete the applications but fail to meet that scheduled date, the Agency
will treat the applications as if you had withdrawn it. Withdrawal concludes the Agency’s
review of your applications. Any subsequent submission of the same application must then be
submitied as a new applicaticn with a new deadline for EPA (o make a determination on your
application and subject to a new registration service fee.

The deficiencies identified in the Agency’s review at this tme are as follows:

|. The data matnx for cach of the above referenced proposed products is incomplete. You
must revise each data matrix accordingly. Instractions for completing the EPA form
8570-35 data matrix cormectly can be found within PR Notice 98-5. An electronic copy
of this PR Notice can be obtained at the following Agency web site:
hitp:/fwww.epa.pov/opppmsdI/PR_Notices/pr98-5.pdf.

s The data matrix (if using Cite All} must inchide all companies Hsted on the data
submitters list for each active ingredient. Documentation that offers to pay must
be available to the Agency on request. Refer to Section 1 of the 8570-34 form
for specifics.

2. Asrequired on the Application Form (8370-1), no me-too product was listed for each
proposed product. Per your request for a PRIA Code R310, you must provide information on
the specific produci(s) 1o which each proposed product is similar or identical in composition
and labeling.

3. The aforementioned perding applications contain no information on Child Resistant

Packaging (CRP) and Companion Animal Safety data.

» You must provide appropriate information to adequately address CRP and Companion
Animal Safety requirements.

« Child Resistant Packaging is unigque for cach product, and cannot be cited.

o ‘The Agency does not accept CRP Self Certification for pending registrations requiring
data. - \

Further review of your applications and your response to the aforementioned deficiencies may
reveal additional deficiencies, and you will be so informed.
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FIFRA Section 33/PRIA:

These applications is also subject to a deadline for making a determination on the applications
uider FIFRA Section 33, Pesticide Registration Service Fees, established under PRIA.

The time frame for the Agency to make a delermination on each of these applications ends on
September 08, 2011; and you have the following three options:

1. Correct application deficiencies: All required additional information must
asdequately address the stated deficiencies, and must be received by the Agency on or
before May 30, 2011. The Agency will not proceed with the processing of these
applications unt! all the deficiencies are adequately corrected. When all of the
required information including acceptable data is received on or before May 31,2011
by the Agency, you will be notified of the need for additional time and or resources
needed 10 adequately review and process your applicaiions.

2. Withdraw the applications: You may notify the Agency before May 31, 2011 that
you are withdrawing your applications. As noted above, withdrawal concludes the
Agency’s review of your applications; however, you may resubmit your applications
after the defictencies have been addressed. Should you choose to resubmit vour
applications, 1t would be subject to a new deadline for making a determination on
your apphications and a new registration service fee. Since a fee was paid with these
applications, the Agency will provide any applicable refund as soon as practicable.

3. Not respond: If vou do not respond or fail to provide the Agency with the above
stated information on or before May 31, 2011, the Agency will administratively
withdraw vour applications.

Please respond to this letter by contacting me (Phone: 703-305-6701; e-mail:

gebken richard@epa. gov) or Bonaventure Akinlosotu at (Phone: 703-605-0633; e-mail:
akinlosigtu.bonaventure@epa. gov) during the hours of 7:00 am to 4:00 pm EST with a response
and for any questions concerning this letter. When submitting information or data in response {0
this letter. a copy of this letter must accompany the submission (o facililate processing.

) ST

Richard J. Gebken

Product Manager 10
Insecticide Branch
Registration Division (75059)
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Re: EPA Update for product 2586-RAA, 2596-RAG, 2596-RAU, 2586-RAL
t

RRosenwasser o Wilkinson Unugboji 02/15/2011 11:32 AM

History: ) This message has been replied ta.

Unugbaoiji:
Please find allached the documents you have requested. This should correct all deficiencies noted.
if you have any questions ar need additional information, please give me a call or send an emait.

Thanks for your help in this matter,
Robhert

Robert Rosenwasser

Director, Regulatory Affairs

The Hartz Mountain Corgoration
400 Piaza Drive

Secaucus, NJ 07084-3688
email: rrosenwasser@bhartz.com

phone: 201-271-4800, ext. 7202

Unuigbojt Witkinsen@epamail eps.gov

To rosemwasseribhanz.com

G275/ 1 1050 AM ec .
Subject EPA Update for product 2596-RAA, Z596-RAG, 2596-RAU, Z556 RAL

Hi Mr. Rosenwasser,

Pleage conzider this small as a follow-up to cur earlier
conversation concerning the deficiencies assoriated with the application
packages being used to support the registvation of Hartz Reference #131
{2596-R2aAY, Hartez Reference #3128 (2596-RAGY, Hartz Ref 4129 (2596-RaU)
and Hartz Bef #1390 {2535-RAL}. Below is the list of deficiencies:

+ The external use data matrix (8570-3%) and formulator’s exemption
stavement (B570-27) are missing for all reglistration packages

*  The method of dava support selected on the certification with respect
to citation of data (8578-3%4) for all registration packages is
ircorrect.

Pleagse email

o me the vorzections for rhe deficiencies listed above. If
Yo have any Lu

rther gquestions, please feel free to contact me.

T
i

Jegards,

Unughoii Wilkinson

Data Analyst - MacFadden/EPAR Contractor 155
One Fotomic ¥Yard

2777 $.Crystal Drive, S§-6921



Arlington, VA 222082
Tel: (703:.347.851R
Fax: (703)345.5060

Er2 mail: unughoji.wilkinscnfepa.gov
53
EPA documents. pei
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R 310

End Use (EP) or Manufacturing Use (MP) preduct or Technical Grade of the Active Ingredient (TG A,
Must submit Group A and B pr T chemistry data for each propased product unless it's a 100%
identical (repackd: _YES or ﬁj {clrcle one)

Grayed out = data not required

EP bata MP Data
Guidetine | Group A: Product Chemistry Data Submifted | Submliited | TGAl o
No. Study Tille Yos (No !¥es [No :Yes {No
830.1550 | Product ldentity & Composition L i
Dascription of materials used to ) e ] )
83,1600 | produce the praduct
830.1650 | Description of farmulaiion process ~
830,1670 | Discussion on the farmation of impurities | .~
830,1700 | Preliminary analysis NEd
830.1750 | Certified lirnits (158.345) ~
830.1800 { Enforcernent analytical method re 1
EP Data MP Data
Guideline | Group B: Product Chemistry Data Study | Submitted | Submitted | TGAI
1No.  jTifle Yes |No {Yes No |Yes |No
830.6302 | Color AT o
830,6303 | Physical State
830.6304 | Odor
Stability fo normal and elevated
830.6313 | femperatures metal and metal ions
Oxidation/Reduction
| 830.6314 _ | (Chemical incompatibility)
8306315 | Flammability
830.6316 | Explodabllity
830.6317 _ | Storage stability
830.6319 | Misclbility
820.6320 | Corosion Characteristics
B830.6321 | Dielectric Breakdown Voltage
830.7000 | pH
830.7050 | UV/ Visible Absorption
B30.7100 | Viscosity e .
830.7200 [ Msiting Point
830.7220 | Bolling Point
830.7300 | Density
§30.7370 | Dissociation Constant
830.7550 | Partition Coefficient
18307840 | Water Solubility
( 830.7950 | Vapor Pressure
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R 310

New products must efther: 1) supply the product specific acute toxicity 6 pack dafa (listed below).
or 2) provide a bridging rafionale document. The kyidging document directs OPP to use o currently
registered set of 6 ncute toxicity data and lobel; instead of submitting product specific dota.

Data
Guideline | Acute toxicity (6 pack) submitied Cited
No. Study Title Yes | No Yes | No
8701100 | Acute Oral (LD5O) L/’f |
8701200 | Acute Dermal (LDSO) =
870,1300 i Acute lnhatation (LC50) -
8702400 | Acute Eye Initation 17
870.2800 i Acute Dermnal lritation ~ 1]
870.2600 | Dermal Sensitization - ;

Ffficacy - which guideling is used depends on the proposed lobel use

Data
Guideline submitted :  Cited _
No. Study Titie __1Yes [|No Yes | No | Comments
810.3100 | Soil Treatments for Imported Fire Ants L’

Livestock Pouitry, Fur and Wool-Bearing
810,.3200 | Animal Treaiments

Treartments 1o Control Pests of Humans
and

810.3300 | Pets

' Mosquito, Block Fly, and Biting Midge ] |
810.3400 ; (Sand FIv) Treatments '!.

810.3500 | Premises Treatments |

$10.3600 : Shuctural Treatrments
Methods for Efficacy Testing of Ternite
810.3800 | Baits |

b
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S B UNi: D STATES ENVIRONMENTAL PROTEC UN AGENCY
WASHINGTON, D.C. 20460

d\\
4 prat®

i‘ﬂ'o M, ANy 'y

s’&

W 4cenct

February 14, 2011
OFFiCE OF
FREVENTION, PESTICIDES AND
TOXK: SUBSTANCES

THE HARTZ MOUNTAIN CORP.
ATTN: ROBERT RUGSENWARSSER
400 PLAZA DRIVE

SECAUCUS, NI (7094~

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 08-FEB-11. Our staff has completed a prehiminary
analysis of the material. The results are provided as follows:

Your submittal was found to be in full corupliance with the stndards for submission of
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annofated with
Master Record ID's (MRIDs) assigned 1o each document submitted. Please use these numbers in
all future references 1o these documents. Thank you for your cooperation. If you have any
questions concerning this data submission, please raise them with the cognizant Product
Muanager, to whom the data have been released,
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ER s’%_ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

F o Y WASHINGTON, D.C. 20460
%-w
‘b“i pmﬁ(’\
February 10, 2011
QFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-445037

EPA Filc Syinbol or Registration Number: 2596-RAA
Product Name: HARTZ REFERENCE #131

EPA Receipt Date; 08-Feb-2011

EPA Company Number: 2396

Company Name: THE HARTZ MOUNTAIN CORP.

THE HARTZ MOUNTAIN CORP.
ATTN: ROBERT ROSENWASSER
400 PLAZA DRIVE

SECAUCUS, NJ 07094

SUBJECT: Receipt of Registration Application Subjeet to Registration Service Fee
Dear Registrant:

The Office of Pesticide Programs has received your application and certification of
payment. Ifvou submifted data with this application. the results of the PRN-86-3 screen will be
communicated separately. During the administrative screen, the Office of Pesticide Programs

has determined that this Action ts subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: R310

NEW PRODUCT,NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT
CHEMISTRY;ACUTE TOXICITY;PUBLIC HEALTH PEST EFFICACYY;

Ne additionat payment 1s due at this time.

If you have any guestions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-9362,

s
Y
Sincerely, ’;‘F}Q/M& %h«rm.

Front End Processing Staff
Information Technology & Resources Management Division
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483792-00

THE HARTZ MOUNTAIN CORPORATION, 400 PLAZA DRIVE, SECAUCUS, NEW JERSEY 07004 201/271-4800
REGULATORY AFFAIRS

February 7, 2011

Bocument Processing Desk {APPL)
Office of Pesticide Programs (7504 P)
US Environmental Protection Agency
Room 8-4200, One Potomac Yard
2777 South Crystal Drive

Arington, VA 22202-4501

Aftention:  Mr. Richard Gebken (PM # 10)
RE: HARTZ REF #128, EPA Reg. No. 2536-RAG
HARTZ REF #129, EPA Reg. No. 2596-RAU
HARTZ REF #130, EPA Reg. No. 2596-RAL
HARTZ REF #131, EPA Reg. No. 2596-RAA

PRIA CODE = R310

Dear Mr. Gebken:

The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07094-3688 is
filing this application o register 4 new products that are based on the Cite-All
Method of Support from Menal.

A complete Transmitial Document is attached which states all the documents
that are being submitted in support of this registration.

A check for $19,228 is also enclosed to cover the application fees for the 4 new
products and is submitted under PRIA Code R310,

if you have any questions or need any additional information, please feel free to
call me at {201) 271-4800Q0, ext. 7202 or mailto.rrogsenwasser@hartz.com.

Sincerely yours

L]
P

Director, Regulatory Affairs
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TRANSMITTAL DOCUMEN .

. NAME AND ADDRESS OF SUBMITTER
The Hartz Mountain Corporation, 400 Plaza Drive, Secaucus, NJ 07004

. REGULATORY ACTION IN SUPPORT OF WHICH THESE PACKAGES ARE SUBMITTED
Applications for Registration of 4 new products confaining:

Fiproni; Hartz Reference #128, EPA File Symbol 2596-RAG

Fipronii; Hartz Reference #129, EPA File Symbol 2536-RAU

Fipronil and (S)-Methoprene; Hartz Reference #130, EPA File Symbol 2596-RAL
Fipronil and (S)-Methoprene, Harlz Reference #131, EPA Fife Symbol 2596-RAA

. TRANSMITTAL DATE February 7, 2011

. LIST OF SUBMITTED DOCUMENTS
For Reference #128, EPA File Symbol 2596-RAG

VOLUME +1 Froduct Chemistry Self-Certification (3 copies)

VOLUME 2 Product Chemistry (3 copies)
Product Identity and Compesition,
Analysis, Certification of Ingredients
Manufacturing Process
Discussion of impurities
Contidential Statement of Formuia

VOLUME 3 Product Chemistry: (3 copies)
Enforcement Analytical Method
Method is also applicable to Hartz Reference #129, EPA File

Symbol 2596-RAU

For Reference #129, EPA File Symbol 2596-RAl
VOLUME 1 Product Chemistry Self-Certification, (3 copies)

VOLUME 2 Product Chemistry (3 copies)
Product Identity and Composition,
Analysis, Certification of Ingredients
Manufacturing Process
Discussion of impurities
Confidential Statement of Formula

VOLUME 3 Product Chemistry: : {See above)
Enforcement Analvtical Method
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For Reference #130, EPA File Symbol 2596-RAL
VYOLUME 1 Product Chemistry Self-Certification, (3 copies)

VOLUME 2 Product Chemistry (3 copies)
Product [dentity and Composition,
Analysis, Certification of ingredients
Manufacturing Process
Discussion of Impurities
Confidential Statement of Formula

VOLUME 3 Product Chemistry: (3 copies)
Enforcement Analytical Method
Method is also applicable to Hartz Reference #131, EPA File
Symbeol 2536-RAA

For Reference #131, EPA File Symbol 2596-RAA
1378201 VOLUME 1 Product Clhemistry Self-Certification (3 coples)

378202 VOLUME 2 Product Chemistry (3 copies)
Product Identity and Composition,
Analysis, Certification of Ingredients
Manufacturing Process
Discussion of Impurities
Confidential Statement of Formula

VOLUME 3 Product Chemistry: {See above)
Enforcement Analytical Method

For each application, the following documents are submitted:
Completed Application Form (8570-1)

Data Matrix

Certification with Respect to Citation of Data (8570-34)

Data Matrix listing company that is utilized in cite-all method.

Completed Confidential Statement of Formulas (One loose copy and one copy in Vol. 2
Product Chemistry)

Product labels, 6 copies each.
7. Check in the amount of $18,228 for 4 applications, PRIA Code R310.

h B W™=

@

5. COMPANY OFFICAL Robert Rosenwasser, Director, Regulatory Affairs

6. SIGNATURE

7. PHONE 201-271-4800, ext. 7202
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Approvel sxpires

OPP dentifiar Nomber

Unitad States

Environmental Protection Agency
Washington, DC 20480

Amendment
Cther

Application for Pesticide - Section |

1. Company/Product Number 2. EPA Product Manaeger 3. Proposad Classification
259 R. Gebken i ‘/1 Nona D Rostrictad
4. Company/Product {(Hema} PM#
HARTZ Reference # 131 10

6. Expedited Reveiw. in accordance with FIFRA Section 3{ci{3)
{bHi), my product is similar or identical in composition and iabeling
to:

EPA Reg. No.

5. Nama and Addrass of Applicant finclude 2IP Catle)

The Hartz Mountain Corporation
400 Piaza Drive
Sacaucus, NJ 07094-3688

FE l CReck If this i3 & new addross

Product Name
Section - H

L]
o
L]

Explanation: Use additional pagels) if necessary. (For section | and Section i,

Final printed labalz in repsonsa to
Agancy latter datad
"Me Too™ Applicatian,

| ] Amandment - Explain bslow,

[ —j Rasubmission in responss o Agency lettar dated

[_'—] Notificotion - Explsin betow, Gthar - Explein bolow,

New product registration.

Section - Il

1. Matarial This Product Will Be Packaged In:

Chiid-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Typa of Containar
¥ | Yos Yax Yoz i | Matat
N N 71 N o Plastic
° @ : ° 1 Glags
. , H "Yeoz" No. pst i *¥as" Na. per Paper
* Cﬂfgffqaﬂm must Unit Packaging wot.  containes Package wgt containes Other {Specify)
be submitted .50 mL 1-150 |

4, Sizels) Ratail Conteinar 5. Location of Labal Directions
. S .
.50 mL (multiple tubes per packags) ["“‘“:] on auter packaging
}zl_ithogmph m Other ‘nner dosage tubes have required text printed on them
Paper glued
VjStonci o

Section - IV
1. Contact Point (Complote itemg diractly below for identification of individual 1o ba contented, & nocassary, to procass thiz eppicabon }
Name ; Title Teisphona No.:{ln.ci.udv Aroa Codel

Robern Rosenwasser E Director, Reguiatory Affairs 20427 14800, ext 7202

3. Location of Nn‘t_’C antants information

L\fj Labei L_J Containar
&. Manner in Which Label is Affixad te Product
labei is printed on packaging

8. Dots Application
Roceived

~ (Stamped)

Cenrtificatian :
| cartify that the statsniants | have made on this form and 4all sttachmants theroto are true, accurate snd complata
| sacknowledgs that any knowlinglly false or mizleading statement may be punishable by fine or impascnment or

bath undar applicable law. L
4, Trte o

Director, Ragulatory Affairs

4. Tvp':d Mams 5. Dote

Roben Rosenwasser

February 4, 2011

Whita ~ EPA Fils Copy (origina!l  Yallow - Apphicant Copy

EPA Form 8570-1 [Rev. 3-84! Previous editions are absolate,



g O/-FEB-11

P CTANT Z IWGTUNY | AIT GUREURA L N

400 PLAZA DRIVE
* SECAUCUS, NJ 07004

No. 2859641

VENDOR NamE  US ENVIRONMENTAL PROTE venoorno, 1992

INVOICE NO INVCICE DATE DESCRIPTION DISCOUNT AMOUNT NET AMCUNT
PGISTRATI; 01 -FEB-11{1000023565 P-- G.00 182,228.00
289641 D
0.00

W%E DETACH AND RETAIN THIS STATEMENT AS YOURRECAERD oF paYMENT. Thank You!

CHECY DATE

12

GAa

CHECK NUMBER
283641

CHECK AMDUNT
**EKX%1G,228.00

®eBHEL Lt

LJuawieal) [enuaplyuod 0] PajIua ag Aew UoRWIOUI [eIdURULY/[RIISWLWOD,



Form Approved OME Nos, 2070-GORG, 2%?{3-005?; 26¢0-0107; 2070-0122, 20700164

" {"3“‘3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
ot 1200 Pennsylvaniz Avenue, W,

WASHINGTON, D.C. 20460

Paparwntk Hedrretinng Act Noticg: The publiz reparting burdan Tor tids codicetion of ifornanos s estimated to avaage .25 houni pey jespanse fr iegistnio:
anid §.25 luax oor respoise oy reregistration asd special roview activities, e fadding time for reading die iostuctions and conpleting tie necessary fooms, Send
eouptents reparding Durden estimale or any other aspect of this enflection of inforuation, incluting sugpestions for reduciog the Dosden o Divector, Collestion
Swrareyien Division (2B22T), LLS. Bnvireamemal Protection Agoncy, {2080 Ponnsylvania Avenie, NJW., Wasiprglon, DC 20460, Do not sond tle covagleted fonm

# I 1his akbross

Cerfification with Respesat to Citation of Dura

Applicants/Fegistrant's Name, Address, and Teisphone Number EF4 Registration Number/Fie Symbot
The Hardz Mountain Corporation, 400 PFlaza Drive, Secaucus, NJ 07094, 201-27 14800 2695-RAA

Dale
Fabruany 15, 2041

Active Ingradient{s) andior represerstativa te31 compound{s}
Flpronil, {S}mathoprene

Genaral Use Pattam{s) fist al those clelmed for this proguct using 40 CFR Panl 1593 Product Mama
Indgr Residontial Hariz Reference #1313

MNOTE; If your produtt 1s & 100% repackaging of gnother purchased EPA-regisinmed product fabeled Tor all the same uses on your lakel, yvou do not need to
submit this form. You must submit the Formulater's Exemption Statement EFA Form 8570-27).

tam responding B a Data-Call-In Notice, and have included with his form a list of companies seni offers of compensation {tha Data Mainx foan shoutd
D be used fur this pumpose).

SECTION it METHOD OF DATA SUPPORT {Check one meiod enly)

tam using the te-alt method of support, and have molided with this Torm Fam Using e selective method of suppont for cite-all oplion

2 hist of caenpanies sent offers of compensation {ihe Dara Matrix form unger the selective mathod), and have included with tis form a
should be used for this purpose). completad lisl of data requirernents e Data Malrix form must be
usgd).

| SECTION II: GENERAL OFFER TOQ PAY

[Required if using tha cite-gll method or when using e dile-all option under the selactve mathod 10 satisfy cne of more date requirements)

¢ heretyy offer and agree to pay compensation, o ¢iher persons, with regam to the approval of Bifs applicalion, fo (ha extent required by FIFRA,

SECTION Hi: CERTIFICATION

| geriify that this application for registration, this form for raregisbration, or this Data-Call-In responsa s supported by all data submillad o ciled in the
appleation for reqistration, the foom for reragistration, or the Oata-Call-In response, In addilion, if the cile-all option or clle-all option under e selective mstiiad fo
indicated in Section |, this applieation |5 supported by al data in the Agenacy's files that (4) conzem the propeities or effests of this produst or an idenlizal or
subsientially similar product, or one or mors of the Ingredisnts in this product; and (2) Is 5 fype of dala that would be required 10 be submitted under the dala
raguirements in effect on the date of approval of ihis application T the application sought the initial registration «1'a product of identical or similar composition and

uses .

| cerdify that fr each exclusive use study olled in support of Mis registration or rereglstration, that | 2m e original data submitter or that 1 have abtained
ihe writtan permission of 1he origingl dala submitter 1o cite thal study.

Fertify (hal fur eath study cited in support of this registration or rereaistration that is not an exclusive use sludy, ofther: {a) | am the arigiha dala

1 submitier; (b1 1 have oblained the permission of the orignal data submitiar to use the study In support of this application; (v} &l pariods of sliglbitity for
compensatian have axpired for the study; {8} the study is in the publfc lterature; or {8) t hava notified in witing the company that submiltad the study end have
offered {1} to pay compensation o the extent frequrad by seations 3(ei11{F) andicr 3{e)(2)B) of FIFRA; and {lf) to commance nagotialicns o datermine ina
amaurt and terms of compensalion, T any, to be pald for the use of the study.

{

1 oeriffy that in alt Instancas where an offer of compensation is requiret, coplas of ail offars ic pay compensation and avidence of iheir delivery in
accordance with sections 3(c){ 1){F} andfor 3(c)(2}B) of FIFRA are available and will be submitted to the Agency upon request. Should [ &il o produce such
evidence @ the Agency upon request, | understand that the Agency may initiate aclion to dany, cancel or suspend the regisiraiion of my prodisct i eanfasmity with

FIFRA,

{ cerfify that the statements 1 have matle on this form and all attachments to (t are true, accurdle, and complete. | acknowledge that any
knowingly false or mizlesalng steternent may Lo puntshable by fine or lmprisonment or both under applicabla law.

i i

Ei i Cg
iGriature {Zfﬂ;
LE

EPA Forfn B570-34 {12-2003) Elegironic and Paper versicns available, Suliit only Paper version,

Date Typed or Printed Name and Titie
ZABITY Robart Rosanwasser, Dracior, Regutatary Affairs
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Form approved. OMB No. 2070-0060, 2070-0057, 2070-0107, 2070~

0122, 2070-0164.

SEPA

United States
Environmental Protection Agency
Washington, DC 20460

Formuiator's Exemption Statement

(40 CFR 152.85)

Applicant’s Name and Address
The Hartz Mountain Corporation

400 Plaza Drive
Secacus, NJ 07094

EPA Fite Symbol/Registration Nurmber
2596-RAA

Product Name

Hartz Reference 131

Date of Confidential Statement of Form

02/04/2011

ula (EPA Fornt 8570-4;

Fipronil
(S)-Methoprene

paragraph {1}.

As an authorized representative of the applicant for registration of the product identlfled above, I certify that:

{1} This product contains the following active ingredieni(s):

{3) Indicate by thecking {A} or (B} below which paragraph applies:

ORrR

{4} The following aclive ingredients in this product quallfy for the formulator's examption.

(2} Ofthese, each active ingredient fisted In paragraph (4} is present solely as the result of the use of that active ingredient in the rmanufacturing,
formulation or repackaging another product which contains that active ingredient which is registered under FtFRA Section 3, is purchased by
us from another person and meets {he requirements of 40 CFR saclion 158,50{(e{2) or (3).

71 (A} An accurate Confidential Statement of Formula (EPA FCRM 8570-4) for the above identified product is attached to this statement,
That formula statement indicates, by company namae, registration number, and product name, the source of the active ingredient(s} listed in

1 (B} The Confldential Statement of Formula (CSF){EPA Form 8570-4) referanced above and on file with the EPA Is complete, current, an
accurate and coniains the information required on the current CSF.

Source

Acfive Ingredient
5-Amino-1-[2,6-dichioro-4-(trifluor
omethyl)phenyl]-4-4
[(1R,S)~(trifluoromethy!)
sulfinyl]-1H-pyrazole-3-carbonitrile
CAS# 122068-37-3

(S)—I\;/Iethopr%ae CAS# 6573 3-16-6 g

Product Name

I -

Registrafion Number

Name and Title Date

R. Rosenwasser, Dir, Reg, Affairs g 02/15/2011

LJUaWIeal) [elUapLUOd 0} PaIUd ag AW UONBWIOUI 92IN0S 1UaIpalbul 19NPoidy

EPA Form 8570-27 (Rev. 06-2004)

Copy 1 - EPA
Copy 2 - Applicant copy
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Farm Appmved (B Ma. Qﬂ?u-uusu_l
£5 t

R
At

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C, 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25
hours par respanse for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the
burden estimate or any other aspect of this collection of information, including suggestions for reducing fhe burden o Director; OPPE information Management Division {2137} U.S.
Environmental Protection Agency, 401 M Street, S.W., Washington, [T 20460. Do not send the form to this address.

DATA MATRIX
Dale  February 4, 2011 EPA Reg. No. 2596-RAA Page 1 of 2
Applicant’s/Registrant's Name & Address: Hartz Mountain Comporation, 400 Plazza Dr., Product
Secaucus, NJ 07004 Hartz Reference #131
ngradient Fipronil, (S)methoprene
Guideling Reference Number | Guideline Study Name MRID Number Submitter Status Note
830.1550 Froduct identificatian and composition submitted Hartz Own
830-1600 Beginning materials submitted Hartz Oown
8301650 Descrption of formulation process submitted Hartz b Own
830-1670 Formatien of impurities sithmittad | Harlz Own
8301750 Cerified imits gbmitted = | Hadz Qwn
830-1800 Enforcement analytical method submitted Hartz Own
830-6302 Color submitted Hartz QOwn Self-certification
B830-6303 Physicat state submitted Hariz Qwn Self-certification
830-6304 Odor submitted Hartz Cwn Self-certification
£30-6344 Oxidation/Redustion Waiver Hartz Own Self-certification
830~63‘i;§ _— - ,I Flammability submitted Hartz Own Self-certification !
830-631”6 H : Explodabitity Waiver £nd use product is not potentially explosive. i'
830-8317 Storage stahiiity To be submilted Hartz Qwn N progress
830'@31 C sty Waiver End use product is not to be diluted with petroleum solvents.
Signatura /4, C Name and Titie Date
: - L : Rohert Rosenwasser
o ———.. Director, Regulatory Affairs February 4, 2011
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H Fom Approved OME Ne. 2070-5088
@
el UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

WASHINGTON, D.C. 20460

Paparwork Reduction Act Notice: The public raporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding tha
burden estimate or any other aspect of this cotlection of information, including suggestions for reducing the burden to Director: OPPE information Management Division (2137) U.S.

Environmental Protection Agency. 401 M Street, 5.W., Washington, DC 20480. Do not send the form te this address.

DATA MATRIX
Date  February 4, 2011 EPA Reg. No. 2596-RAA Page 2 of 2
Applicant's/Registrant's Name & Address: Harz Mountain Corporation, 40¢ Plaza Dr., Product
Secaucus, NJ 07004 Harlz Reference #131
Ingredient Fipronit, (S)-methoprene
Guideline Reference Number Guideling Study Name MRID Number Submitter Status Note
§30-G320 Corrasion characteristics - To be submitted Hartz Own in progress
830-6321 Dielectric breakdown voltage Waiver End uge product is not to be used around electrical equipment,
830~-7000 pH Waiver End use product is not to be dispersed with water.
830-7100 Viscosity submitted Harlz Own Self-certification
830-7300 Density submitted Hartz Own Self-cortification
FESIN . - ' . -, Dale
Sianatu-e )/ - _ _ Name and Titls Z
g Iy L A7 o Robert Rosenwasser .
/ ?‘3" ) / FETT T~ Director, Regulatory Affairs February 4, 2011
)/ ~
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Form Appiaved OMB No. 2670-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of infarmation is estimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activitigs, inciuding time for reading the instruction and completing the necessary forms. Send comments regarding the

burden estimate or any othar aspect of this eollection of information, including suggastions fur reducing the burden to Director: OPPE Information Managemant Division {2137) U.S.
Environmental Protection Agency, 401 M Street, $W.,, Washington, DG 20480. Do not send the form to this addraess.

DATA MATRIX
Date  February 4, 2011 EPA Reg. No. 2506-RAA | Paga tof 1
Applicant’s/Registrant's Name & Address: Hartz Mountain Corporation, 400 Piaza Dr., Product
Secaucus, NJ 07094 Hartz Reference #131
ingredient Fipronil, {S}-methoprene
Guidedine Reference Number | Guideling Study Nams MRID Number Submitter Status Nole

} am using the cite-all method of support,

and have included with this form a list of
companies sent offers of compensation.

MERIAL, EFA Co. No. 65331

e
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW.
WASHINGTON, D.C. 20450

Foret Agproved GME Ho, 207&005"15"}
2,

|

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours par respanse for registration activities and 0.25
hours per responge for rerggistration and special review activities, including time for reading the instruction and caompleting the recessary forms. Send cormnments regarding the

Environmentai Protection Agency, 401 W Street, SW., Washingion, DC 20460, Do not send the form o this address,

burden estimate or any other aspect of this coilection of information, including suggestions for reducing the burden to Dimetor: OPPE information Management Division 21371 U5,

DATA MATRIX
Date  February 15, 2011 EPA Reg. No. 2596-RAA | Page 10f2
Appiicant's/Registrant’s Hame & Address: Hartz Mountzin Corporation, 440 Piaza Dr., Product
Ssravcus, NJ 07054 Harz Referencs #131
ingredient Fipronil, {S)methoprens
Guideline Reference Nurnber I Guideline Study Name MRID Number Submitter Status Note

Hartz Cwne

Hartz Own

i (}\,yn

Hariz Own

Hastlz Cwmi Selfcerification

Hartz Cwn Selt-certification

Hartz Cwn Self-certification

Harlz QOwn Self-cerfification

Hartz Own Sel-carlification

End use product is not patgntially explosive,

Hartz ‘ Own In pragress

g End use product is nof 1o be diluted with pelroleum solvents.

Slgna

ture . . . T Name and Title Date
ot Rabert Rosenwasser
e Director, Raguiatory Affairs February 15, 2011
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Foam Approved OME Ra, 20700050
L2

Sl UNITED STATES ENVIRONMENTAL PROTECTION AGENGY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Papsrwark Reduction Act Notfice: The publlc reporiing burden for this collection of information is estimatad fo average .25 hours per response for registration activities and 0.25
hours per response for teregistration and special review activities, including me for reading the instruction and completing the necessary forms.  Send comments regarding the

burden estimate or any other aspect of this callection of information, inciuding suggestions for reducing the burden to Director: OPPE Infurmation Management Division (2137) U.5.
Environmental Protection Agency, 401 M Streat, S.W., Washington, DC 20460, Do not send the form {0 this address.

DATA MATRIX
Data February 15, 2011 EPA Reg. No. 2506-FAA Page 2 of 2
Applicant’s/Registrant's Name & Address: Hartz Mountain Corporation, 400 Plaza Dr., Product
Sscaucus, NJ 07094 Harlz Refererce #1314
Ingredient Fiproni, (Skmethoprene
Guideline Reference Number Guideline Study Nama MAID Number Submitter Status Mote
Hartx Own in progress

End use pexduct is aot fo be used around electrical equiprment,

End use product is not lo be dispersed with water.

Hartr Owny Self-certification

Hartz Cwm Self-certification

Signature ' Name and Title ' Bt
///{%’/% Robert Rosenwasser
: At

Director, Regulatory Affairs February 15, 2011
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*Confidential Statements of Formula may be entitled to confidential treatment*





